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AUAC METHODS 
Ur ANALYSI9 


W.B. White . . . Chairman 
and Editor, Editorial Committee, Journal of the A. O. A. C., 
Chief, Food Division, Food and Drug Administration 


initials in the title, for these initials have an ancient and an honorable 

lineage. One might paraphrase Genesis by saying, ‘In the begin- 
ning there was the A. O. A. C.,""—which letters of course stand for 
Association of Official Agricultural Chemists. 


] OFFER NO APOLOGY for using the much abused device of 


In that other genesis, emerging slowly from the primordial chaos 
of our mid-nineteenth century heritage of English mercantilism, “caveat 
emptor” and all the rest, it was early recognized that before adulteration 
and misrepresentation could be corrected there must be standards of 
reference. How could one tell, for example, whether an article was 
debased except by using an analytical method which would detect and, 
if possible, determine the amount of the debasing substance? Of course 
the other fundamental standard of reference is also implicit in the prob- 
lem of correcting adulteration; and this is posed by the question, ‘Just 
what are the metes and bounds of the article which is being debased?”’ 
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History of A. O. A. C. 


When we think of adulteration nowadays, we are more likely to 
associate it with foods and drugs than with other members of that vague 
classification “agricultural products.” The English, emerging earlier 
from the miasma of laissez faire, had in 1860 adopted a general law 
prohibiting the adulteration of all foods, but it was a whole generation 
later before the Federal government here began to be concerned about 
foods and folks rather than fertilizers and feeds. And so it was that 
the precursors of the A. O. A. C. at their first meeting in May, 1880, 
were concerned simply and solely with analytical methods for determin- 
ing phosphoric acid, nitrogen and potash in fertilizers,—and mainly with 
phosphoric acid. Because it is typical of the broad problem of “standard 
methods’ it is pertinent to quote the first three paragraphs of Dr. Wiley’s 
excellent history of the A. O. A. C. which appears in Bulletin 57 of the 
U. S. Department of Agriculture Division (later Bureau) of Chemistry: 


“The condition of agricultural chemical work in the United States in 1880 was a 
peculiar one. The few chemists who were engaged in agricultural research were acting 
in complete independence of each other in regard to methods of investigation and of 
research. Some of them were using the methods employed by German chemists, while 
others followed the instruction given by the French or English agricultural chemists. 
There was no unity of interest in the profession nor any common system of work. The 
condition of analytical work may be truly described as chaotic. The result of such 
condition is easily imagined. There was no standard of comparison or reference. 
Buyers and sellers were continually wrangling over analyses, which, made by different 
men following different methods, did not agree. 


“The sellers’ chemists uniformly obtained higher results than the buyers’, and thus 
the door to litigation was constantly open. 


“Strange as it may seem, the first steps toward correcting this pitiable condition 
did not come from the Department of Agriculture at Washington, but from the depart- 
ment of agriculture of one of the states. It was through the Hon. J. T. Henderson, 
Commissioner of Agriculture of Georgia, and at the instigation of Mr. H. J. Redding, 
now Director of the Georgia station, that the first step toward uniformity of action 
among agricultural chemists of the United States was taken.” 

These early meetings were known as Conventions of Agricultural 
Commissioners and Chemists, and commercial as well as governmental 
chemists not only attended but also served on the committees. In August 
of the same year, they met in Boston as a section of the American Asso- 
ciation for the Advancement of Science. At the third (and last ) meeting 
of the precursor organization, held at Cincinnati in 1881, the commercial 
motive seems to have come into collision with the search for truth. At 
any rate the Chemical and Fertilizer Exchange charged that “the Wash- 
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ington rules” (that is the method for determining citrate-soluble phos- 
phoric acid) “do crying injustice to the guano trade and to the farmer,” 
by giving lower results than a modified procedure. 


“The rest is silence’ as Hamlet said, until May, 1884, when Mr. 
Henderson called a conference in Atlanta. The idea, as he put it, was 
to adopt “a uniform and, if possible, a more generally satisfactory 
method of analysis in time to enable manufacturers, if necessary, to con- 
form to the same in promulgating their work of and for the next season.” 
The report of the organization committee contained this significant 
paragraph: 

“In answer to the objection that Unofficial Chemists would have no standing and 
no rights in the Association, Mr. Chazal, on behalf of the Committee, replied that it 
was the unanimous opinion of the Official Chemists that there were only two forms of 
association possible, one which should contain only Official Chemists and one where 
Official Chemists alone should have a vote, but in whose discussions and investigations 
any Agricultural Analytical Chemist should have the right to participate; that the Offi- 
cial Chemists occupied the position of arbitrators, and could not consent to submit their 
methods to the votes of gentlemen without any legal responsibility.” 


That same year, in Philadelphia, the A. O. A. C. was born to a 
long and honorable career. At the second A. O. A. C. meeting in 
Washington, September 1, 1885, the United States Commissioner of 
Agriculture (the Department did not yet have cabinet rank) expressed 
the hope that the Association “would not limit its attention to uniform 
methods of fertilizer analysis but would extend its work to general chemi- 
cal analysis."" He commended its ‘‘special attention to the standard of 
purity of foods and methods of detecting adulteration.” The first thin 
pamphlet of “A. O. A. C. Methods of Analysis” was published in 1885 
as Bulletin No. 7 of the Division of Chemistry, United States Department 
of Agriculture. It runs to 49 pages, and carries also the proceedings and 
the text of the first constitution, the first two articles of which read as 
follows: 

“I. This Association shall be known as the Association of Official Agricultural 
Chemists in the United States. Its object shall be to secure, as far as possible, uni- 
formity in legislation with regard to the regulation of the sale of commercial fertilizers 
in the different states, and uniformity and accuracy in the methods and results of fer- 
tilizer analysis. 

“II. Analytical chemists, connected with departments of agriculture, state agricul- 
tural experiment stations and state boards, exercising an official fertilizer control, shall 
alone be eligible to membership; and one such representative from each of these institu- 
tions, when properly accredited, shall be entitled to a vote in the Association. All 


analytical chemists and others interested in the objects of the Association may attend 
its meetings and take part in its discussions, but shall have no vote in the Association.” 
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Bulletin No. 12 of the above series (Uncle Sam paid the printing 
bills for the Association in those halcyon days) was issued in 1886 and 
still contained nothing but fertilizer methods. But the next edition of 
“A. O. A. C. Methods” in 1887 (Bulletin No. 16) ran to 77 pages and 
included butter (9 methods) and milk (10 methods, including alter- 
nates) and “cattle foods” (7 methods). It,is true that some of them 
were about as simple as the celebrated method for making a statue— 
“take a block of marble and knock off all you don’t want’’—but there 
were others which have stood up pretty well, as far as broad general 
principles go, against the erosive forces of experience and cold, objective 
collaborative study. Bulletin 19 (1888) runs to 94 pages and blooms 
forth with the following list of subject matter on its cover: “Commercial 
Fertilizers, Cattle Foods, Dairy Products and Fermented Liquors.” 
thereby demonstrating that “man does not live by bread alone.” The 
same title is retained in Bulletin 24 (1890) which runs to 200 pages of 
methods and ‘‘proceedings."” Sugar methods appear, and they too get 
into the title of Bulletins 28 and 31. 


Time marched on and the A. O. A. C. continued its healthy growth. 
At the sixteenth annual meeting in San Francisco in 1899, something 
new has been added besides the extension of the subject matter to meat, 
cheese and insecticides. There appears a report of the “Committee on 
Food Standards” (Dr. Wiley, Chairman) appointed by the Association 
in 1897. Because this report illustrates so clearly the intimate way in 
which food standards and standard methods for food analysis are en- 
meshed and even interwoven together, it is of interest to quote a few 
sentences: 


“From the subcommittee appointed by this committee to consider the subject of 
classification and standards it is reported that Mr. A. L. Winton, of the Connecticut 
Station, has completed the chemical examination of a large series of imported spices 
sampled by him from the original packages; that Prof. F. W. Woll has completed the 
chemical examination of sixty samples of American and Canadian dairy and table 
salts, and has compiled a large number of analyses of these materials made by other 
chemists; that Dr. L. L. Van Slyke has gathered most of the material needful for the 
fixing of standards for American dairy products; that Dr. J. B. Lindsey, whose serious 
illness has prevented the formulation of his report, has gathered much of the data need- 
ful for the formulation of standards for grains and their products, including cattle 
foods; that Prof. M. A. Scovell reports the accumulation of most of the needful data 
for standards for sugars and related substances; that Prof. H. A. Huston reports that 
he has gathered together much of the needful evidence respecting substances artificially 
introduced with possible injury to health; that Prof. William Frear has made a con- 
siderable number of analyses of vinegars, and compiled data upon that subject.” 
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The objective of such food standards is set forth thus in another 
portion of Chairman Wiley’s report: 

“It has been suggested by legal authorities in Congress that, in view of prospec- 
tive early legislation for the establishing of national control of interstate commerce in 
foods and drugs, it is highly desirable that this association should, as promptly as exist- 
ing information may make it possible to fix standards of strength and purity, prepare 
and publish such a set of standards to serve as a guide in the case of foods, just as the 
United States Pharmacopoeia does in the case of drugs, since reference to such stand- 
ards in the course of the legislation indicated may prove desirable.” 

But the making of food standards is another story, and one with 
which the Association soon ceased to concern itself. Let us dismiss it 
now with the observation that standards making necessarily partook 
somewhat of the character of weaving a rope of sand until the Food, 
Drug, and Cosmetic Act of 1938 finally gave the Food and Drug Ad- 
ministration a clear statutory mandate to promulgate such standards, 
which then would have the full force and effect of law. 


At this same meeting (1899), Dr. Wiley as Chairman of another 
committee reported that Bulletin 46 was now revised and ready for issue. 
This is the first time that the “A. O. A. C. Methods” were unravelled 
from Association proceedings and discussions. There were 24 pages 
devoted to fertilizers, 4 to foods in general (mainly “animal foods’), 
15 to soluble carbohydrates (mainly sugars), 14 to dairy products, 
14 to fermented and distilled liquors, 7 to soils, 3 to “ashes” and 3 to 
tanning materials. In 1902 the food methods were issued by themselves 
as Bureau (vice “Division’’) of Chemistry Bulletin 65, and it was these 
“Provisional Methods” that the writer used as a textbook in a university 
course in food analysis given in 1904-5. In 1907 all methods were com- 
bined in historic Bulletin No. 107 under the caption “Official and Tenta- 
tive Methods of Analysis of the A. O. A. C.,” running (in the 1912 
revision) to 272 pages and covering 29 broad topics, 23 of which deal 
directly or indirectly (colors, preservatives, etc.) with food for man. 


In 1920 the A. O. A. C. struck out for itself and published the 
first edition of its methods under the title, “Official and Tentative Meth- 
ods of Analysis of the Association of Official Agricultural Chemists.”’ 
This book is now in its sixth edition (1945) and runs to over 900 pages. 
A printing of 9,000 copies was made, and the book is now going out to 
practically every civilized country in the world. The preface to the 
second edition expresses so clearly the place of accurate analytical meth- 
ods in the scientific and regulatory scheme of things that I can do no 
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Detter than quote it here, together with the final sentence of Dr. Wiley's 
introduction to the same volume: 

“The Methods of the Association of Official Agricultural Chemists are unique in 
several respects. They are the outgrowth of continual critical collaborative trial or 
test participated in by a large number of workers and undertaken in order to establish 
the accuracy of analytical results. They are subjected to a scrutiny of phraseology 
to insure clarity, probably unequaled in developing any similar methods. They are 
formulated solely by responsible Federal and state officials acting together and thus are 
based on underlying principles of equity. The association has always encouraged to 
the utmost the cooperation of representatives of interested industries, but it has jeal- 
ously reserved the final formulation of its methods to official chemists. Consequently, 
these methods have attained an enviable position in the fields of activity occupying the 
attention of the association and are accepted as authoritative in matters at issue before 
the courts, both Federal and state. ... This revision of methods improves the value 
of the instruments in the hands of the seeker of new facts and the explanation of new 
laws.” 


Present Scope and Methods of A. O. A. C. 


It may not be amiss at this point to give some indication of the 
scope and method of operation of the Association as it is now constituted. 
The size and distribution of the 1945 edition of “A. O. A. C. Methods” 
has already been mentioned. Its 932 pages carry imbedded in the text 
76 cuts, diagrams and graphs, and an endless number of small reference 
and information tables; and in the back of the book there are 83 pages 
of longer reference tables, covering 31 different topics. There are 43 
chapters which deal either with certain specific subject matter or with 
general subject matter such as enzymes, coloring matters, metals and 
spray residues, preservatives and other chemicals, vitamins, radioactivity, 
microbiological methods, microchemical methods (where only a minute 
sample is available for analysis), extraneous contaminating material in 
foods or drugs (identifiable mainly by microscopic appearance), and 
standard solutions. Of the subject matter chapters, 22 cover the differ- 
ent broad classes of food products. There is a chapter on drugs that 
runs to 86 pages, there is a chapter each on cosmetics, caustic poisons, 
insecticides, plants, soils and naval stores; and there are 2 chapters each 
on fertilizers, etc., and on leathers, etc. One can only say, with John 
Dryden, “Here is God's plenty.” 


At the meeting of the Association which was held in the fall of 
1944 (the World War twice broke the established custom of a yearly 
meeting in Washington), there were about 400 working chemists pres- 
ent. Some 140 of them were commercial chemists, who may and do 
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collaborate on the study of methods, but who cannot, under the consti- 
tution, vote, hold office or serve as general referees or on governing 
committees. The various Federal agencies of a predominantly non- 
regulatory character were next with 125 in attendance, followed by the 
Food and Drug Administration with 80 representatives, the State Agri- 
cultural Colleges and Departments with 43, the State Experiment Sta- 
tions with 9 and Canada with 5. Our Canadian neighbors have for 
years been faithful attendants and tireless workers on the floor and in 
committees. Perhaps this is the place to say that the full name of the 
organization is the Association of Official Agricultural Chemists of 
North America. 


It is not necessary to go into the constitution and by-laws in any 
particular detail except as they touch my main topic, to which most of 
what has been already said constitutes an introduction. While the 
function of the Association (like that of the old Bureau of Chemistry, 
from whose loins it sprang ) is a dual one, namely part research and part 
regulatory, the emphasis in recent years has been more on those analyti- 
cal methods which constitute good regulatory tools. The shift has 
doubtless been a reflection of the increasing complexity of agricultural 
research in recent years. No doubt the point needs no laboring to the 
average well-informed person. The number of branches on the tree of 
modern agricultural research are legion, and the necessary kit of scien- 
tific tools alone (leaving aside all of the economic, meterological, socio- 
logical and ecological tools of agricultural research) is larger by several 
fold than the very extensive kit which has been found handy in the 
enforcement of the various regulatory laws. And that is saying a great 
deal indeed, as will already have been noted by a superficial glance at the 
chapter headings I have enumerated. Time was when a few reagents, 
a little standard glassware and a chemical balance were about all that 
were needed in a well-equipped regulatory laboratory. Let us turn to 
foods, which I happen to know most about, and take in only one smal] 
corner of that field as an illustration. In the race between man and in- 
sects for world domination, the history of modern drug synthesis is 
repeating itself. Like drugs, most insecticides are poisonous, and indeed 
we may say they are such by definition. When insecticides are used 
on food or feed crops they may leave residues which are harvested with 
the crop and eaten by the consumers, animal or human. This possibility 
is of course what makes accurate analytical methods for determining 
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mere traces of the newer insecticides so important. A moment ago I 
used the synthetic drug analogy; by this I meant that, just as a generation 
ago the synthetic organic chemist began building new drugs to the speci- 
fications of the doctor and the pharmacologist (as to therapeutic and 
other physiological effects ), so now this same organic chemist is building 
“pesticides’’ of various sorts to the specifications of the entomologist. 
The physiology of insects is even more obscure than that of humans, 
and the process of trial and error must therefore operate in even wider 
circles. It includes even more ‘cruel and unusual’ synthetic organic 
chemicals, some of which are not intimately known even to their pro- 
genitors! Let us take the new insecticide ““666"’ as an example (reminis- 
cent of Ehrlich’s “606” of an earlier day). The compound as 
manufactured was known to have four different kinds of “666” in it in 
somewhat variable quantities, and these kinds are so near alike that they 
cannot be separated by any of the ordinary chemical means. The five- 
dollar chemical word for such close relatives is “stereoisomers,” but 
what matters is that we had first to employ an entirely new tool, as far 
as the A. O. A. C. methods are concerned, for separating these quad- 
ruplets in pure form so that we then could make a start at developing 
a method for measuring each. Incidentally only one of them is an effec- 
tive insecticide. When we made this separation we also found smaller 
amounts of two other entirely different compounds whose presence had 
not up to then been even suspected. This new separating tool has a 
five-dollar name too: chromatography. Having separated these quad- 
ruplets in pure form, these were then converted into dye-like substances 
by some rather intricate chemical reactions. This reduced the problem 
to one of handling a mere set of triplets,—three different colors, showing 
three distinct curves in the visible part of the spectrum. Such a situa- 
tion presents an almost insoluble problem, but by chasing these three 
dyes out into the invisible part of the spectrum (at the ultraviolet end) 
with another new tool, a miracle happened which we still find hard to 
believe. For the three wandering absorption curves actually seemed to 
intersect at one point. This, if confirmed, would mean that, at that 
point (wavelength), all three of them could be measured at once. If 
the other tools had five-dollar names, this tool must be worth 25 in any 
market, for it is an ultraviolet photoelectric spectrophotometer. 


With this illustration of the growing complexity of analytical meth- 
ods, so necessary to match the increasing tempo and complexity of 
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scientific progress, let us turn to the machinery of the A. O. A. C., the 
grist it turns out, and how the end product of its operations serves the 
cause of justice. 


Enough has been said already to give a sufficient idea of the mem- 
bership and aims of the A. O. A. C. The officers consist of a presi- 
dent, a vice president and a secretary-treasurer, elected each year by 
the active members. ‘These officers,’ says the constitution, “the imme- 
diate past president, and three other active members to be elected by the 
Association, shall constitute the Executive Committee.’ A further quo- 
tation from the latter part of Article III, and from two of the by-laws 
will suffice to show the genesis of analytical methods: 


“With the concurrence of the Executive Committee, the president shall appoint a 
chairman and a committee of twelve other members, which shall be designated a Com- 
mittee on Recommendations of Referees, one-third of the membership of which shall 
be appointed at intervals of two years to serve six years, the chairman to be appointed 
annually. The chairman shall assign the twelve members to subcommittees (A, B, C, 
and D) and shall assign to each subcommittee the reports and subjects which it shall 
consider. On the recommendation of the Committee on Recommendations of Referees, 
the president shall appoint, from the active members of the Association, referees on the 
subjects designated by the Committee, and he shall also appoint associate referees on 
other subjects designated by the committee supplemental to the general subjects 
assigned to respective referees. It shall be the duty of a referee: 

“1. To direct and conduct research on the methods and subjects assigned; 

“2. To prepare and distribute samples and standard reagents to members of the 
Association and others; 

3. To present at the annual meeting the results of the work done and recom- 
mendations for methods to be based thereon; and 

“4. To direct and encourage general discussion at the meetings.” 


By-Laws 
- a _ 

“5. No method shall be adopted as official until it has received collaborative study 
and has been recommended by the appropriate referee at two annual meetings, and no 
official method shall be amended until such change has been recommended by the 
appropriate referee at two annual meetings. No official method shall be repealed until 
such action has been recommended by the appropriate referee at two annual meetings. 

* * . 

“6. No method shall be adopted as tentative nor shall a tentative method be 
amended until such method or amendment has been recommended for adoption by the 
appropriate referee in the proceedings of the Association.” 


There are now 41 referees reporting to the four master committees 


(on “recommendations of referees’), and each referee is served by from 
1 to 25 associates,—some 250 in all. These associates are served in turn 
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by as many collaborators as have expressed interest in, and a desire to 
work on, the testing of a particular method, either as to its absolute 
value or by comparison with other methods, or with the same method 
in a somewhat different form. 


But, as with all organizations, the important thing is not how they 
are set up on paper, but how they function. This goes to the spirit, 
which the Scriptures tell us “giveth light." And the spirit of science 
is a very luminous thing when, as here, it is permitted to operate with 
the utmost freedom. In a narrow sense, the A. O. A. C. may be the 
lengthened shadow of one man, Dr. Wiley; but in a broader and truer 
sense, the organization owes its spirit and its high scientific prestige to 
the simple fact that its members have no possible stake except the thrill 
of searching tirelessly and without remuneration for the very best analyt- 
ical method which ingenuity can devise, whether it be a ‘‘pet’’ of some 
member, or a stranger without the gates. Let me here quote a sentence 
or two from the 1926 presidential address of one of our most honored 
members, Dr. C. A. Browne: 

“Without being swayed by the assertions of an ultraselfish commercialism we 
need always in the choice of our methods of analysis to consider the industrial point 
of view. After many years’ experience as a commerical chemist, in a general as well 
as in a very specialized field, I would say that an analytical method of valuation which 
is acceptable to both sides of a transaction is usually about as just as any that can be 
devised. . . . That a method of analysis should not be improved because the change 
would involve an alteration in commercial practices is to shackle progress and to pro- 
hibit advancement. . . . In periods of scarcity, as during the recent war, when food 
and other commodities must be stretched to supply the deficiency, there is a necessary 
slackening in the strictness of regulatory control. The license thus permitted is then 
seized upon by unscrupulous interests as an excuse for long continued infractions of 
the law. At such times, when the morale is lowered, when public conscience is 
dulled, when trade is arrogant, and when violation of the law is rampant, the control 
official should be fortified with every weapon at his command.” 

One of the many definitions of a scientist is “the only man who is 
glad when one of his pet theories or beliefs is shattered, because thereby 
knowledge is increased.” It is this type of scientist who, I believe with- 
out exception, serves on the A. O. A. C. working committees, and it is 
therefore no wonder that the words “A. O. A. C. method” are the 
equivalent among chemists of the word ‘“‘sterling’’ on a piece of silver. 


But let us take a hypothetical case of just how an A. O. A. C. 
method comes into being, and again it will be drawn from the subject 
matter with which I am most familiar. Suppose that the scientific or 
trade literature comes out with the proposal to put some chemical into 
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food for some purpose or other which, to the proposer at least, is a most 
laudable one. Suppose, further, Food and Drug Administration inspec- 
tors actually encounter this use in one or more food manufacturing 
plants; or perhaps state men make the discovery and communicate it to 
A. O. A. C. officials or to the Food and Drug Administration. Such a 
situation of course at once poses a problem in methods, sharpened per- 
haps by the fact that the exploiter of the chemical has no knowledge of 
its possible harmful effects on the consumer, being activated only by an 
all-too-common bland optimism on this vital issue. The problem thus is 
how accurately to determine the chemical, (1) in the presence of all the 
ingredients which might be normal to the particular food, and (2) in 
such body fluids as blood and urine, and perhaps in body tissues or or- 
gans as well (in case regulatory pharmacologists foresee the need of 
studies on the potential threat to consumer health). Here we are deal- 
ing with the need of a wholly new method, rather than with the other 
situation of a need for a better or quicker, or more specific method to 
supplant or supplement an existing one; but the A. O. A. C. machinery 
swings into action in much the same way in either case. The need is 
communicated at once to the general referee, together with all available 
information as to collateral methods or studies, if any, in the litgrature 
which promise to throw light on the problem. Perhaps the referee 
already has an associate referee who has been assigned the particular 
subject matter by his own agency because of his knowledge, interest 
and experience; if not, steps are taken by the A. O. A. C. to appoint 
such a man. In any case this man proceeds to devote as many of his 
waking hours to the problem as his job will permit,—perhaps this is an 
important part of his job anyhow. He stays with it, using what assist- 
ance he can muster among his colleagues and friends, until he has a 
method that gives good results in his hands. The method is now ready 
for collaborative study. The associate referee plans the study very 
carefully, probably discussing his plan with the general referee, testing 
the wording of the method on his assistants and perhaps doing a little 
intensive small-scale collaboration with them as experimental animals. 
Out of all this comes a set of “cooked-up’’ samples to go out to the 
volunteer collaborators along with the method. If the associate referee 
is wise he will advise them to do a little rehearsing on their own material 
so that they do not “come to the method cold” as chemists say. In the 
preparation of his samples he has made every effort (1) to get an abso- 
lutely uniform mixture of chemical and food, so that all portions sent 
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out will be alike, (2) to insure safe arrival in a sound condition, (3) to 
include controls, or “blanks,” alike in all respect to the ‘‘doped” sample 
except for the presence of the chemical, (4) to keep the collaborator 
absolutely in the dark as to which sample is which, (5) to load the food 
up with all the normal ingredients (such as seasonings, colorings, sweet- 
enings, etc.) that it could ever be reasonably expected to contain, and 
(6) to insure in every other way possible that the trial eliminates all 
variables except the well-known but little-understood ‘‘personal equa- 
tion.’” As a rule the collaborators are skilled along similar lines, and 
frequently interested “‘by first intention” with the particular problem in 
hand. Their reports and comments go back to the associate referee, 
and his in turn to the general referee together with whatever recommen- 
dations as to further study, modification, adoption as tentative, or what- 
ever other action by the Association the findings seem to warrant. The 
general referee passes these on, with his own recommendation, to the 
appropriate one of the four great subject matter subcommittees, which 
then considers all the data and makes its recommendation at the next 
annual A. O. A. C. meeting, to be accepted or rejected at the business 
session on the last of the three days of the meeting. During the first 
two days, the members of the appropriate subject matter section of the 
open meeting have listened to all of these reports and recommendations, 
and have had access to them if they wished, so that the whole proceeding 


represents democracy in its purest form. The point needs no laboring 
that any method which can pass through such an ordeal, and receive 
the final accolade of “‘official final action,”’ or what might be called 
“tentative final action,’ has well-demonstrated utility and reliability. 


Special Meaning of “Tentative” 

Let me here clear up certain misunderstandings about the very 
special meaning which the A. O. A. C. gives to the word “tentative.” 
You will recall that the full title of the “Methods Book” is “Official and 
Tentative Methods of Analysis of the A. O. A. C."". When a method is 
of such character that it is headed for “official, final action” it usually, 
but not necessarily, passes through “tentative” as an intermediate stage. 
This might be translated to mean “sound and reliable in the hands of 
experts, but may need further simplification, or further rehearsal in the 
hands of good analysts inexperienced in its use.’ But the convenient 
word “tentative” is also used by the A. O. A. C. in other senses, and 
none of these are derogatory, as the literary meaning of the word ‘‘ten- 
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tative” implies. In the legal sense “tentative” is thus ‘‘a word of art’ in 
the A. O. A. C. lexicon. It will suffice to say, in passing, that another 
meaning is “a rapid, sorting method plenty good enough to separate out 
the ‘heads’ and the ‘tails’ (in the language of distillation), leaving to 
the official method the task of sifting the borderline ‘middle run’.” Still 
other “tentative” methods, notably those for isolating “extraneous mat- 
ter”’ from food, are deliberately kept on a tentative (and therefore a 
fluid) basis so they can be improved to catch more and more of the 
“foreigners,” and to separate them more completely from the food par- 
ticles. The final step in such methods is of course the identification of 
certain histological structures. With this information available, the 
administrative officer can then decide whether in his opinion the sample 
transgresses the statutory prohibition against filthy food “in whole or 
in part.” Obviously some contaminating material, such as clean sand, 
is far more benign than rat hairs with adhering manure, or the mangled 
viscera of worms. The point of this discussion is that it is a major 
operation to amend an official method, and a very minor one to amend 
a tentative method. The second point is that no method for extraneous 
material, however rough, can isolate such contaminants unless they were 
there in the first place, and further that a housewife would doubtless 
be about as much revolted by four of the above-described rat hairs as by 
six; moreover whatever threat to health “rat hairs plus” may carry (and 


it is very real at times) is about as great with four as with six. Let it 
suffice to say in conclusion that the A. O. A. C. at its 1946 meeting 
appointed a committee to look into the question of better terms for the 
various types of methods all of which are now somewhat misbranded 
as “tentative.” 


Value of A. O. A. C. Methods in Court Cases 


And now a fina! word about the value of A. O. A. C. methods in 
court cases. One could almost dismiss the matter with a wave of the 
hand accompanied by the mouth-filling legal phrase “‘res ipsa loquitur,” 
since many of the A. O. A. C. methods have been made an integral 
part of our standards of food identity, and these as you know have the 
full force and effect of law. I will name a few, omitting duplication: 

Cacao products: fat (in chocolate), shell (in nibs) 
Macaroni products: total solids 


Flours: ash, protein, moisture, carbon dioxide (in self-rising flour) 
Creams: fat 
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Evaporated milk: fat, total solids 
Sweetened condensed milk: fat 

Hard cheeses: moisture, fat 

Soft cheeses: moisture, fat 

Jams, jellies and fruit butters: soluble solids 
Egg products: total solids 

Tomato products: total solids, salt 


But whether an A. O. A. C. method is or is not ‘‘built into’’ an 
identity or other standard, it is extremely likely to be the method of 
choice in run of the mine analytical work by both the manufacturing 
and the regulatory chemist whenever the question arises, in twilight zone 
cases, ‘Is there just enough of a valuable constituent?” or “Is there too 
much of an inert constituent?’’ The wise old author of Ecclesiastes was 
right when he said: “Say, not thou, What is the cause that the former 
days were better than these? for thou dost not enquire wisely concerning 
this.” For in former days there was great to-do in court cases over 
which method was “‘best,”” which as far as the court was concerned 
amounted to “words, words, words." But today, in food or drug cases, 
it is more than likely that both trade and regulatory witnesses will have 
used identical methods, and when an appropriate one is available “it’s 
A. O. A. C. methods all the way.” 

The value which Commissioner Dunbar of the United States Food 
and Drug Administration places on A. O. A. C. methods found expres- 
sion in a statement made by him to the field force in 1936. This was of 
course before the present Act became law, but it is equally applicable 
today. 


“To neglect the A. O. A. C. is to adopt the philosophy of the passenger who 
said: ‘Let it sink, it ain't our ship.’ In a very real sense, it is our ship. A. O. A. C. 
methods are the Law and the Prophets as far as Food and Drugs Act enforcement 
is concerned. They are to be used unless we have better ones, in which case the 
better ones are generally adopted by the Association as a matter of course. The 
improvement of existing Association methods before they are subjected to devastating 
court attack is a matter of real concern to us. Accurate and suitable analytical 
methods are so fundamental to a precise knowledge of the composition of normal 
products that they constitute the bottleneck in the control of adulteration and mis- 
branding. Further, analytical methods for control work are subject to certain restric- 
tions under which the ‘pure’ scientist does not labor. In general, they must combine 
accuracy with extreme rapidity, and further, if it is humanly possible, they must 
employ the usual tools of the craft rather than call for special apparatus of a Goldberg 
character.” 


In a very real sense’‘one may say that A. O. A. C. methods, when 
applicable, are the Supreme Court of the analytical world. This assur- 
ance of a rock in the weary land of opinion evidence assures the manu- 
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facturer who uses adequate control methods, that if he will listen to what 
the methods tell him he can be sure that he will not run foul of any 
regulatory agency as far as the particular constituent he is measuring 
is concerned. For both parties are speaking a common language, to 
their great mutual advantage and peace of mind. 


I mentioned earlier, but only briefly, the importance of wording 
chemical methods so clearly that even the intelligent greenhorn should 
not go astray. Analytical methods are analogous to cook book recipes, 
but I venture to assert that the drafting of the A. O. A. C. methods is in 
general superior. Fortunately the problem is not quite as difficult as 
with legal drafting, though even here the analogy is closer than it seems, 
—and each has its own vocabulary of jargon. It is not enough to write 
so that one is understood; one must attempt that most difficult thing, 
to write so that one cannot possibly be misunderstood. As in politics, 
much heated discussion,—yes and much recrimination too, has its origin 
in the faulty drafting of a sound method. Like the Greek philosophers 
we should ‘‘define our terms” before the discussion and the recrimination 
start. 


Perhaps it is not too optimistic to express, in closing, my strong 
conviction that A. O. A. C. methods have made their own modest con- 
tribution to the current, and most laudable, streamlining of legal proce- 
dure by materially narrowing the issues in those actions in which the 


methods are a factor. [The End] 


MICROSCOPIC PROCEDURE 


“Nor am I impressed with the testimony 
that the variable sense of smell and taste is more 
dependable in detecting rot than the microscopic 
procedure adopted by the Government. Cer- 
tainly the question of adulteration would rest 
upon tenuous ground if reliance or conclusion as 
to the character of the product shipped were 
bottomed upon conflicting evidence as to the 
smell or taste of the article sought to be con- 
demned.” United States v. 935 Cases, etc., of 
Tomato Puree (1946), 65 Fed. Supp. 503. 
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Wartime 

and Postwar 
rood and Drug 
Aduiteration 


W.R. M. Wharton 


Chief, Eastern District, Food and Drug Administration 


I 


ARTIME SPEED-UPS, restrictions, dislocations, and 

\ \ stresses and strains, are influences which promote food and 
drug adulterations. The attendant abnormal circumstances 

of war conditions multiply the frequency of these occurrences, extend 


their scope, and aggravate their seriousness from the standpoint of 
effect on public health and public welfare. 


Wartime brings increased production for our armed forces, our 
allies and our civilian population. This is accompanied by manpower 
shortage and by difficulty in securing suitable replacements and repairs 
for machinery and equipment employed in the production and processing 
of foods and drugs. War is necessarily a period when new sources of 
supply must be found, when new products must be developed, when 
storage and transportation facilities normally sufficient for the country's 
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needs are greatly overtaxed. These abnormalities together with essen- 
tial government restrictions on commerce and trade, and the tendency 
of malefactors to take advantage of emergency conditions, all have their 
sequelae and concomitant effects in causing the adulteration of foods 
and drugs through carelessness, by accident, by reason of deterioration 
of products handled out of normal routine and by malicious design. Any 
one of these causes may result in food and drug adulterations or a com- 
bination of them may produce this effect. 


In this paper I shall attempt to make a record of the consequences 
in this field during World War II as experienced by the Food and 
Drug Administration in its enforcement of the Food, Drug, and Cos- 
metic Act. 


I shall treat this subject under appropriate headings representing 
primary causes, and will illustrate effects by recounting briefly the adul- 
terations which followed. The illustrations will represent types of 
adulteration encountered. Many of these have occurred multiply and 
some of them have been widespread. 


Product Scarcity 


Product scarcity prompts attempt to find new sources of supply. 
During the early part of World War II olive oil was unobtainable from 
the normal sources, Italy, Greece, Tunisia and Turkey, and because of 
shipping or other difficulties for a time, none could be secured from 
Spain. Supplies of olive oil in the United States soon became critically 
scarce. The California production was insufficient to meet the needs of 
the country. These conditions furnished incentive for American dealers 
in olive oil to send representatives to South America and to the West 
Indian Islands for the purpose of buying up available wholesale and 
retail stocks. These were secured in countries where food control to 
insure against adulteration is not emphasized. A great majority of the 
lots were found to be adulterated with cottonseed oil and other less 
expensive edible oils though labeled generally as: “Pure Virgin Olive 
Oil.” 

Raw Material Shortages 
Scarcity prompts development of new sources of raw materials. 


Marjoram normally coming from France was bought in Central and 
South American countries. Some of these supplies were entirely spuri- 
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ous and of no use for the purposes for which marjoram is employed. 
Sage, which comes principally from Dalmatia, became unobtainable, or 
nearly so, and supplies were sought in Spain, Mexico, Palestine and 
Cyprus. Twenty-two of thirty-one large lots examined were found to 
be spurious or of a nonofficial variety. Similar conditions obtained in the 
case of thyme, savory and laurel leaves. Sugar rationing resulted in 
importations of filth-contaminated honey and candies containing non- 
permitted coal tar dyes, and talc. In the drug field, lots of ipecac root, 
rhubarb, belladonna root and others were discovered to be spurious on 
pharmacognosy examination. 


Product scarcity due to war conditions results in the multiplication 
of substitutes and stretchers for materials normally available in the 
domestic markets. 


A firm manufacturing preserves substituted grated carrots for a 
considerable percentage of their usual fruit content. A manufacturer 
substituted asafetida as a flavoring agent in a so-called garlic prepara- 
tion. Mineral oil made its appearance extensively in foods, especially in 
salad dressings where it was substituted for vegetable oils normally em- 
ployed. Mineral oil has also been found in popped corn, candy, and 
chocolate ice cream coatings. Mineral oil, of course, has no food value 
and it has been experimentally shown to interfere with the absorption 
of vitamins A and D and other fat soluble vitamins as well as calcium 
and phosphorus. 


Various substitute products for butter have been prevalent during 
the extreme butter shortage. One of these, for example, was labeled: 
“Victory Spread.” It contained about 30 per cent of the normal butter- 
fat content of butter. Another was called “Soya Butter.” It contained 
no butter fat. 


Horse meat was substituted for beef; ground cocoa residue con- 
sisting largely of the cocoa shells appeared in cakes and candy as a 
substitute for cocoa. Coffee was adulterated with roasted cereal, chick 
peas, soybeans and chicory. A cereal product formed to resemble 
cocoanut shreds was used as a topping for cocoanut bars. Puffed 
wheat and soybeans were substituted for peanuts in peanut brittle. Rice 
flakes and cracker crumbs were substituted for ground nut products in 
cakes and confections. Dried whey and soya flour were used to replace 
non-fat milk solids in bakery products. Ground pecan shells flavored 
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with essential oils, became pure spices. Various sirups were grossly 
adulterated with water, the most common and most prevalent food 
adulterant; many of these were diluted to the point where fermentation, 
molding and spoilage occurred. Shelled pumpkin seeds were intermin- 
gled with nuts in a product sold as mixed salted nuts; when sold alone 
they were called “Pepo Kernels. Similar to small almonds.” 


In 1937 a drug manufacturer used highly toxic diethylene glycol 
as a solvent for sulfanilamide and caused more than 100 deaths. Not- 
withstanding this experience, when glycerin became critically scarce, a 
manufacturer introduced an article as “glycerin substitute’’ which con- 
sisted of diethylene glycol. The manufacturer recommended its use in 
drugs. medicines, foods, cosmetics and lotions and stated that he could 
produce 200 gallons per week, an amount capable of killing two million 
people per year. In passing sentence in this case, the court remarked 
that the ignorance exhibited was tantamount to criminal negligence. 
The court assessed a fine of $3,000. 


Occupation by the Japanese of the Netherlands East Indies closed 
the normal sources of supply of the essential anti-malarial cinchona 
alkaloids. Thereafter the United States Government imposed definite 
restraints on the use of these alkaloids limiting their use to preparations 
intended for malarial purposes and restricting quantities drastically. 


This prompted a very large drug manufacturing firm in the South 
to devise a scheme to maintain its regular volume of sales. This firm 
had for many years sold a product under a trade name and a distinctive 
style of package dress which contained adequate quantities of quinine 
to serve as an effective treatment of malaria when taken in suitable 
doses. Prompted by quinine shortage, the firm introduced a new prod- 
uct containing no quinine, called it by the same trade name as the anti- 
malarial, and packed it under label and a dress similar to that of the prod- 
uct formerly sold as an anti-malarial. This article was labeled in small 
type: “For Cold Symptoms.” The composition of the product was such 
as to give a different natural color from that of the original, therefore 
to simulate the appearance of the original the firm employed an artificial 
color and obtained identical product appearance. 


When the case was tried, the government produced witnesses to 
testify that they had purchased and used the new product under the 
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representation and belief that it was the old original anti-malarial, that 
they were unaware of the changed composition until they began to 
experience its ineffectiveness for the malarial condition for which they 
were taking it. The government effected seizure of 42,000 bottles of 
this substitute remedy. 


Container Shortages 


Wartime commodity shortages include containers used in packing 
and shipping foods and drugs, and substitutes employed have resulted 
.in food and drug adulteration. A New England fish dealer purchased 
for use for shipping fish uncleaned second-hand barrels originally used 
as containers for lead chromate. 


Another form of adulteration caused by containers grew first out 
of the shortage of alcoholic beverages. This stimulated vast importa- 
tions. Brandy makers in Spain and Portugal sent very large quantities 
of brandy to the United States. The volume of the business undertaken 
overtaxed the ability of their bottle manufacturers and increased demand 
for bottles caused improvised bottle-making plants, which employed 
bottle molds which had long been discarded because worn-out. The 
use of these molds and imperfect methods of manufacture resulted in 
two conditions which contributed glass particles to the product bottled 
and shipped to the United States. The worn-out molds because of 
loose-fitting left a ring of sharp thin glass attached to the lip periphery 
of the bottles. When corks were inserted by machine, this lip glass 
was broken off and introduced into the filled bottle. The imperfectly 
made bottles also contained thin air bubbles on the inside surface, which 
were easily broken on handling, furnishing an additional source of glass 
particles in the product. Lots examined showed extensive amounts of 
glass particles and some of these were long, slightly curved, sharp- 
pointed slivers considered extremely dangerous. Control here involved 
detention at port of entry of nearly one million cases of Portuguese and 
Spanish brandy, with the requirement that each bottle be carefully can- 
dled and those containing glass segregated. These have been required 
to be thoroughly filtered to remove the glass particles. 


A certain pharmaceutical manufacturer, as a result of tin shortage, 
substituted lead tubes thinly lined with tin and wax for packing silver 
picrate employed as a venereal prophylactic. Chemical reaction with 
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the lead rendered the product impotent and worthless for the purpose 
for which intended. 


Rubber is used extensively as closure for various forms of medi- 
cines including those which are used parenterally. A drug manufacturer 
purchased rubber stoppers from a supplier and supposed he was getting 
the regular quality. It developed that the constituents of the medicine 
exerted solvent influence on the rubber closure, and when used for 
medicinal purposes the product caused serious injuries to patients. 


Tin shortages caused return to the use of cadmium for metal plating 
purposes. We discovered certain vacuum food carriers so plated and* 
this resulted in cadmium food poisoning after consumption of an acid 
punch material from such carriers. 


Insecticide Shortages 


Insecticide shortages caused excessive insect infestation of fruits 
and vegetables. Thus these products were found at times so adulterated. 
In particular, this applied to leafy vegetables contaminated with aphids. 


Stock Piling 


Under war conditions, manufacturing firms anticipaté shortages 
and higher prices. They then over-buy needed materials and hold 
these for future use. These circumstances have been very prevalent in 
the present war, and we have experienced innumerable instances of 
deterioration of such products to the point where they became adulter- 
ated. For example, a large firm making a product in which senna leaves 
are used as a constituent, purchased and stored large quantities of this 
material. Later the Food and Drug Administration found it necessary 
to effect seizure of a lot of 191,700 pounds of the product because of 
extreme insect infestation which rendered it disgustingly filthy and 
unsuitable for use. 


New Products and New Processes 


During the early stages of World War II when shipping facilities 
became extremely curtailed, it became apparent that if we were to meet 
our obligations to our lend-lease allies and later to supply our overseas 
armies, it would be necessary to reduce as much as possible the bulk of 
products intended to be sent overseas. To accomplish this, a program 
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of manufacture of dried or desiccated food products was undertaken: 
eggs, milk, fruits and vegetables were so processed, often in newly built 
plants, sometimes by inexperienced operators from unsatisfactory mate- 
rials and by incomplete processes. This often resulted in spoilage which 
caused the products to become adulterated. The same results followed 
wide extension of the process of freezing food products. Operators who 
had insufficient experience with such manufacturing processes failed to 
blanch vegetables properly during the process of preparation for quick 
freezing with the result that the enzymes which cause subsequent spoil- 
age were not destroyed and large quantities of finished frozen vegetables, 
especially in the case of asparagus and green beans, developed discolora- 
tion. In many cases, lactic acid fermentation produced souring and 
rendered such products adulterated and unfit for use. This was caused 
by improper care and long holding of raw materials. Under government 
stimulation, the fishing industry undertook to popularize for food use 
certain types of fish which hitherto were discarded as waste fish. Among 
these was one variety called eel pout. The flesh of this fish is very often 
infested with a protozoan parasite which causes tissue necrosis and 
renders the flesh repulsive and inedible. It has been necessary to remove 
considerable quantities of such fish from the market by seizure. The 
government also stimulated the canning of mussels for food and this 
industry grew into large proportions. Certain lots were unfit for use 
because of excessive pearls. Also the poisonous Gonyaulax alkaloid 
appeared in mussels on the northeastern coast, but the alkaloid was not 
found in the canned product. 


Recovery of Waste 


War conditions furnish golden opportunity for scavengers. A con- 
serve manufacturer observed that garbage of a large Naval training 
station contained quantities of orange and grapefruit rinds. The firm 
entered into a contract with the Navy to remove this garbage. The 
purpose of effecting this arrangement was to recover the citrus peels. 
The recovered material was disgustingly filthy, having been associated 
with decomposing materials and filth of all kinds. Notwithstanding this, 
the peels were used to make conserves, necessitating seizure and prose- 
cution. Filthy and decomposed chicken fat was also recovered from 
hotel garbage. Excreta~sweared chicken feet were salvaged from butcher 
shops. Both were used in making soup. 
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Labor Shortages and Inexperienced Help 


As the war progressed, labor shortages grew increasingly acute. 
Highly trained and essential technical employees in many cases were 
lost to manufacturing firms and at the same time these firms undertook 
to step up production without increasing equipment sufficiently, and 
under conditions where adequate safeguards and control to prevent 
accidental adulterations could not be constantly maintained. Consider- 
able number of serious adulterations grew out of this situation. 


A large drug manufacturing firm made a number of shipments of a 
product labeled ‘calcium chloride U. S. P.” to various food and drug 
manufacturing companies. This, on examination, was found to be con- 
taminated with cadmium chloride, a violent poison. 


Another case of adulteration resulting from an employee's error 
involved shipment by a large drug manufacturer of a product labeled 
“Codeine Sulfate Tablets.” On examination these were found to be 
morphine sulfate. It was only after patients having doses administered 
to them developed untoward reactions that this mistake was discovered. 
When morphine sulfate was substituted for codeine sulfate the patient 
received three or four times the average dose of morphine. There were 
several deaths among the users. These resulted because of complica- 
tions such as low vitality and it was impossible to produce unques- 
tionable proof that the overdosage of morphine sulfate was directly 
responsible. 


Still another case of adulteration through confusing one product 
with another under wartime crowded conditions in a factory was a case 
in which a very large drug manufacturer mistakenly routed a drum of 
phenobarbital granulation ready for tablet making to a tablet machine 
making 714 grain sulfathiazole tablets. Phenobarbital is a highly potent 
hypnotic. The result was that patients taking the product as sulfathia- 
zole received excessive dosages of phenobarbital and were put to sleep 
for periods of as much as a week. In this case too, a number of deaths 
occurred which could not be attributed directly and specifically to the 
phenobarbital overdosage. On prosecution in this instance the court 


fined the firm $15,800. 


Some other such mistakes resulting in adulteration involved Lark- 
spur Lotion, a poisonous substance used only externally, which was mis- 
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takenly labeled “aromatic spirits of ammonia.’ In a hyposedative, 
potassium iodide was erroneously substituted for the potassium bromide 
constituent. 

Refugees 


The influx of refugees into the United States and their entry into 
the food and drug business caused some additions to the food and drug 
adulteration picture during the war. These people have operated in 
accordance with European standards, and sometimes with little regard 
or knowledge of American requirements. For example, a firm entering 
the candy business in 1941 operated under such insanitary conditions 
that finished products were abominably filthy and it was necessary to 
effect seizures to rid the market of its unfit products. 


One of the meanest, most despicable of the frauds which developed 
out of war business was that of merchandising soldiers’ gift packages. 
This racket was originated here by refugees who introduced it first in 
England before we entered the war. Coming to the United States, the 
original firm sold 155,000 such packages in one year. The firm prepared 
display packages filled largely with food articles spread out over a large 
surface so as to make a deceptive size appearance. This appearance was 
rendered further deceptive by reason of extensive false bottoms and 
shredded paper padding. Sales were made by department stores on 
display of the deceptive packages. Orders were taken and actual ship- 
ments were made by the packaging firm. The price per package was 
$5.95. The contents, if all items in the display packages had been 
delivered, calculated at full retail value, were worth $2.10. However. 
the firm not only deceived the buyer by giving a false impression of size 
and value through false packing, but it failed to deliver to the soldiers 
receiving the gifts, all of the items displayed to the buyers. To illus- 
trate, we obtained an affidavit from a buyer, containing a report from 
his son who received the package, listing items received. Compared 
with the display package, the delivered package was short nearly 50 per 
cent of the items purchased. 


Another firm furnishing soldiers’ gift service operated in a similarly 
deceptive fashion. This firm was reported to the F. B. I. because the 
operators were of German origin and they were requiring buyers of 
their products for shipment to soldiers to furnish name, company, regi- 
ment, division, camp, and ship. Following these beginnings, a large 
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number of local firms went into this business and several of these like- 
wise engaged in fraudulent practices. 


Keeping the business operations of refugees under control required 
constant attention and expenditure of considerable effort. Some addi- 
tional practices may be mentioned briefly. One firm attempted to sell 
fruit acid substitutes, food preservatives and glycerin substitutes with 
such statements as “citric acid scarcity has focused attention on our 
Fruito Acid.’ At one time this product was reported to consist chiefly 
of hydrochloric and sulfuric acid. “We have shipped one-half pound 
sample of our glycerin substitute Glypex Pure. The writer of this 
letter produced this material in Europe during the last world war and 
it has been successfully used there ever since.” The product consisted 
mainly of corn sirup, calcium chloride, magnesium chloride and water. 
Of course it did not have the characteristics of glycerin. “Thirty-five 
years ago our expert developed some chemical specialties for the food 
industry in Europe. His products are now available here. Benzoital F 
protects fish against deterioration. Benzoital S prevents deterioration 
and fermentation of candies and fruit jelly." These products were com- 
posed of common substances, sodium benzoate and benzoic acid. 


Another such firm charged with adulteration of candy because of 
filth-contamination, reported that the proprietor had been connected with 
the well known firm of “So and So” in Vienna and “when they were dis- 
covered violating the Federal Food, Drug, and Cosmetic Act because 
their products were filthy, they were faced with a situation entirely 
foreign to them.” 

Nerves and Morals 

Wartime stresses and strains create nervosity and possibly some 
relaxing of morals. These conditions have contributed to the increase 
of the sale of barbiturates, benzedrine, cantharides and the sulfa drugs 
over the counter without prescription; barbiturates for sedative purposes; 
benzedrine to ward off fatigue; cantharides for stimulation; sulfa drugs 
for self treatment of gonorrhea. All are dangerous to users. These 
increases occurred more particularly in areas where populations were 
greatly augmented on account of the establishment of soldiers’ camps 
or war industries. War also increased the use of venereal disease 
prophylactics. Increased demand results in the production of larger 
percentages of rubber prophylactics defective because they contain holes. 
In one case alone in possession of one dealer, we were obliged to seize 
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134 millions rubber prophylactics, on the charge that they were worth- 
less because of imperfections. 


Some time before Pearl Harbor, an individual came to the United 
States from Germany and organized a company in Newark, New Jersey. 
He introduced a product called ‘“‘Leunbach's Paste.'’ This was composed 
essentially of a potassium soap and alkali combined iodine. It was used 
to produce abortion. The article was extremely dangerous and caused 
the death of a number of users. Prosecuted for violation of the Food, 
Drug, and Cosmetic Act, the manufacturer was brought from an intern- 
ment camp for aliens, and sentenced to 18 months in a Federal peniten- 
tiary. War period of stress apparently stimulated demand for this type 
of product, for one known as ‘‘Dependon Intra Uterine Paste” of similar 
composition, was put on the market by a woman of St. Paul, Minnesota. 
Dependon also caused deaths. The woman was finally sentenced to 
nine months in jail. Following this, a product of similar nature and 
equally dangerous called ‘‘Interferin,”’ manufactured in Chicago, Illinois, 
appeared. The manufacturer is now under permanent injunction issued 
by a Federal Court. Then a very similar product was put out by another 
Chicago firm. This article was called: ‘Utrajel.’’ This firm likewise 
has a permanent Federal injunction existing against it restraining against 
further business and the company and two of its officers have been 


prosecuted. 


Then followed the introduction of a product for abortifacient pur- 
poses called: “Stero Uteroids’’ consisting of zinc sulfate, plant material 
including an alkaloid bearing drug, ichthammol, iodine and lanolin. This 
was introduced by a Kansas City company, now prosecuted and out of 
business. In addition to this article itself being extremely dangerous 
when used for the purposes intended, certain of the shipments examined 
by the Food and Drug Administration contained living pathogenic organ- 
isms identified as Clostridium tetani. Thus we have a brief history of the 
rise and fall of the wartime abortifacient paste industry. 


Government Restrictions 


Wartime government restrictions on production and distribution of 
food and drug products have been the indirect cause of adulterations. 
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An outgrowth of O. P. A. food price ceilings was extensive short filling 
of packages. One example, packages labeled “100 Lbs. of Onions’ 
were found to contain only 60 pounds. 


Wartime point rationing and the conservation program encouraged 
home canning. This gave the vendors of preserving compounds oppor- 
tunity to take unfair advantage. Such products with fancy names 
appeared in increased volume on the market under preserving compound 
labels. Such articles were adulterated because they were composed of 
deleterious substances. Dependence upon such preservatives encour- 
aged incomplete home processing, with attendant potential danger from 
the home canned articles. Legal restraining injunction followed the 
development. 

When sugar was restricted, saccharin, a sweetener having no food 
value, found its way as an adulterant into manufactured foods. The 
shortage of sugar created a situation of rather serious nature when a 
firm making a laxative for babies reduced its sugar content to a point 
where it no longer acted as a preservative for the article. The conse- 
quent fermentation apparently produced a deleterious substance by 
breaking down the emodin principles of the laxative. This resulted in 
illness of a large number of children. 


Wartime restrictions undoubtedly caused the extension of the 
distribution of quickly cured hams. These are sold as “Ready to Eat” 
and “Ready to Serve.’’ A hot brine is introduced into the meat or in 
the veins by pumping, followed by limited smoking and heating. The 
heat maximum is about 150°. This gives a very rapid cure. The proc- 
essing is not sufficient to give keeping quality in absence of refrigeration; 
thus spoilage and bacterial contamination occur. Contrary to the rep- 
resentations under which they were sold, they should be thoroughly 
cooked before being used. In 1942 the United States Public Health 
Service placed ham at the top of the list as causative agent of food 
poisoning outbreaks resulting from staphylococcus infection. In 1944 
the New Jersey Health Department made an extensive investigation 
of such products on the market in that State and found 1414 per cent 
of the samples examined contaminated with potential food poisoning 
organisms. 


A system of wire drawing of poultry grew out of O. P. A. ceiling 
prices on drawn poultry. Here a wire was inserted into the abdominal 


/ 
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cavity and the small intestines withdrawn. This resulted in fecal 
contamination of the meat rendering it adulterated. 


Warehouse Congestion 


Requisition by the government of warehouse space, the increased 
need for storage facilities for lend-lease materials, and necessity for tak- 
ing care of storage of increased production, resulted in warehouse con- 
gestion. Then space entirely unsuited for proper storage, including 
old residences, garages and outbuildings, was used. As a result of im- 
proper storage and over-crowding tremendous spoilage occurred. In 
addition, many improperly stored food and drug products became filth- 
contaminated from sources such as insects and rodents. Over-crowded 
conditions in cold storage establishments caused spoilage because when 
capacity of a cold storage room is exceeded, proper refrigeration tem- 
peratures cannot be quickly enough established and maintained. 


Exploitation of the Emergency 


There is always a fringe of food and drug manufacturers who take 
advantage of every emergency to garner unfair and illegitimate gains. 
War conditions represent one of the most fruitful of opportunities to 
such crooks and racketeers to increase illegitimate profits. 


A certain cheese dealer, when imported Swiss cheese was unobtain- 
able, had a roller rubber stamp made which permitted him to place the 
mark: ‘Imported Swiss Cheese”’ on the domestically produced product. 
By this process he was able to charge his customers $.60 a pound for 
so-called imported cheese which was at that time selling as domestic 
cheese for $.30 a pound. The penalty in this case was $2,500 and sur- 
render of the false roller stamping device. 


An artificial color distributing firm selling its product to drug and 
cosmetic establishments, apparently in order to increase profits, distrib- 
uted two colors, Color Index No. 17 (Amino-azo-toluene) and Color 
Index No. 19 (Dimethyl-amino-azobenzene) for use in drugs and cos- 
metics notwithstanding that these colors are known to have carcinogenic 
properties and have been proved capable of producing cancer when 
applied to the skin of experimental animals. 


Still another firm having a large business with the Army and the 
Navy, as well as with the consuming public generally, built up a product 
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which it labeled and sold as “Vanilla Extract." To give it the analytical 
criteria of pure vanilla extract, they used St.-John’s-wort resins to fur- 
nish proper analytical resin findings, and vanillin for flavor, together 
with other chemicals to produce an article giving identical analysis of 
vanilla extract. A chemist of the Food and Drug Administration noticed 
something peculiar when examining the resins of the product and devel- 
oped a new identity method and thus this form of adulteration was 
discovered. 


Still another firm revived an old racket of selling “100% Grade A 
Pure Vermont Maple Syrup” which was devoid of maple and did not 
even simulate the taste of maple. Strangely enough they did a con- 
siderable amount of business before they were caught. A New England 
entrepreneur combined soap flakes and bluing to produce a product which 
he sold to remove corns and callouses. 


A manufacturer of saccharic acid to be used as a substitute for citric 
acid in soft drinks, apparently to avoid expense of proper purification, 
left his so-called purified product highly contaminated with hydrocyanic 
acid, arsenic and oxalic acid. 


Conflicting Interests 


War time furnishes a fertile field for cross-pulls and sabotaging 
influences. It constitutes a hey-day for the pressure boys. During this 
war they did not neglect their opportunities in this direction but mar- 
shalled their arguments of advocacy for relenting restrictions, for reduc- 
ing standards. They labored for special exemptions. They pressed for 
special privileges to depart from the mandates of the law. 


Early in the war the then Commissioner, Mr. W. G. Campbell, and 
his associate, Dr. P. B. Dunbar, who is now United States Food and 
Drug Commissioner, took the position that wartime is not the time to 
relax controls which are set up to protect the health and welfare of the 
public; that these services, during wartime, are all the more important 
and must not be subordinated to expediency, or economics, nor victim- 
ized by cross-pulls and counteracting influences. When over-production 
of soya beans presented an economic problem, there arose a demand 
for bread standards permitting the use of three per cent soya bean meal. 
This was followed by similar importunings by the peanut and cotton- 
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A 
seed meal interests who desired the same privileges. These were suc- 
cessfully resisted by the Food and Drug Administration. 


When sugar rationing went into effect limiting canners to 90 per 
cent, on a case basis, of their previous use of sugar, a drive developed 
to persuade the Food and Drug Administration to announce that it 
would not enforce the sirup provisions of the canned fruit standards 
if the sirup strength was 90 per cent of what it was labeled to be. This 
drive failed, but some canners actually packed products on the theory 
that this relaxation would be granted. It was necessary to make a 


number of seizures. 


Pressure that succeeded resulted in the enactment by Congress of 
the skimmed milk bill which, in so far as that product is concerned, 
repealed one of the most salutary provisions of the Food, Drug, and 
Cosmetic Act, that requiring foods to be called by their common names. 
In commenting upon this bill, the Washington Post editorially stated 
under the heading, “Skimming Consumers”: “henceforth decided the 
Senate Dry Skim Milk Powder shall be known as non-fat dry milk 
solids or defatted milk solids. ~The dairy interests—are quite willing 
to allow skimmed milk to be disguised as defatted milk solids—,”’ ergo, 
henceforth by mandate of Congress, Dried Skim Milk will be known 
and called “Non Fat Dry Milk Solids,’ and it is probably now illegal 
to use the words ‘skim milk” to describe it. 


From these experiences, we learn that war brings with it food and 
drug adulterations which seriously menace public health and adversely 
affect public welfare; that wartime requires vigilant food and drug law 
enforcement to insure public protection; that such control is essential to 
protect the armed forces, as well as the public, in the interest of furthet- 
ing the success of the war effort. 


Public Reaction to Revelations 


A paper on this same subject was delivered at the 1944 Annual 
Meeting of the American Public Health Association. Because the facts 
revealed were so startling, there followed widespread news and editorial 
comment in the American press. This aroused a general public interest 
manifested by letters and telephone calls. Typical of the newspaper 
editorial reaction was the folowing editorial by the Milwaukee Journal, 
October 13, 1944: 
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Food Adulterations in Wartime 


A good many Americans remember back to the time when the first pure food and 
drugs act was proposed. A considerable number of manufacturers and others vigor- 
ously protested this threatened “interference” with the right of “‘free’’ citizens to do as 
they pleased in preparing and marketing food items and drugs—regardless of the frauds 
that were perpetrated. 

Even after the law was passed, the rumblings continued. They rose to fever heat 
when, after years of experience had shown that the original act needed strengthening, 
an improved version was suggested. Our ‘‘liberties’’ were again threatened. The law 
was revised despite these protests—fortunately so, because it is clear we need a strong 
law in this war period to curb those who would fraudulently “cash in” on the demand 
for goods that has been created. 

Recently in New York a representative of the federal food and drug administration 
listed some of the violations which have occurred during these war years. Men have 
sold “virgin olive oil’ which was largely pressed from cottonseed. They have used 
grated carrots instead of fruit in preserves. They have substituted horse meat for beef 
in meat preparations. They have mixed cereals, soybeans and chickory with coffee. 

Even worse, they have substituted, or attempted to substitute, deleterious sub- 
stances for standard ingredients in medicinal and cosmetic preparations. One manufac- 
turer was fined $3,000 for offering poisonous diethylene glycol as a substitute for 
glycerin. 

So, after all these ‘years, we still have people trying to “get by" with adulterations 
and excusing themselves for misbranding. After all these years, the very people who 
stormed against enacting any protective laws, and their amoral successors, are still up 
to their old tricks. The law is still proving day after day its own need. 

“Freedom” is fine, but it does not need—it never needs—to include the “right” of 
dishonest people to poison the honest people with adulterations. 


An editorial of the Buffalo Courier-Express, October 7, 1944, read: 
Food, Drug Adulteration 


The report of an official of the United States Food and Drug Administration on the 
almost incredible food and drug adulterations discovered by the service indicates that 
there is less activity on the part of some manufacturers’ consciences than even the 
most pessimistic citizen could conceive. The fact that the guilty tradesmen were 
attempting to maintain business at prewar level by introducing substitutes is nothing in 
their favor. W.R. M. Wharton, chief of the eastern district of the Food and Drug 
Administration, told of the adulterations before the meeting of the American Public 
Health Association in New York City. 

Mr. Wharton said that enough diethelyne glycol to kill 2,000,000 people a year 
was offered by a manufacturer as a substitute for glycerine in drugs, medicines, foods, 
cosmetics and lotions. The Food and Drug Administration officials caught it before 
harm was done and the manufacturer was fined $3,000. Judging by the facts in the 
brief report, the fine was ridiculously small. 

The federal official's list of adulterations and substitutions discovered included 
ersatz garlic made from foul-smelling asafetida, conserves made from citrus fruits re- 
trieved from garbage, fish packed in second-hand barrels that had contained poisonous 
lead substances, and spurious herbs to replace unobtainable stocks such as marjoram, 
thyme, sage, savory and laurel leaves. He reported that sugar rationing resulted in 
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importations of filth-contaminated honey and candies containing non-permitted coal tar 
dyes and talc. He said that mineral oil which has no food value and interferes with 
the absorption of vitamins A and D and other fat soluble vitamins, was substituted 
in salad dressings for vegetable oils and was found in popcorn, candy and chocolate 
ice cream coatings. In the drug field, he asserted, lots of ipecac root, colchicum corms, 
rhubarb, belladonna root, saffron, lavendar flower and juniper berries were discovered 
to be spurious. 

This list, imposing as it is, forms only a part of Mr. Wharton's presentation of 
discovered adulterations. But it is enough to show that extreme vigilance is required 
on the part of the Food and Drug Administration if the health of the American people 
is to be protected. 

Reputable processors of food and drugs do not resort to such substitutions, but 
unfortunately there is in business the counterpart of the corrupt gangs found in politics 
and other walks of life. These conscienceless business men require constant policing, 
and it is they who make it necessary for the government to keep an eye on the trade 
as a whole. 


II 


THE WAR'S AFTERMATH 
CAUSING FOOD AND DRUG ADULTERATION 


In view of the widespread public interest and the historical aspects 
of the subject, the editors of the Food Drug Cosmetic Law Quarterly 
have suggested that the subject be brought up-to-date for publication in 
the Quarterly. The author therefore has undertaken to summarize and 
portray the aftermath effects of the war causing food and drug adultera- 
tion, and to explore their causes, since the postwar period brought a 
myriad of new problems to Food and Drug control officials, increasing 
the difficultv of protecting the public. 


Government Condemned Foods and Drugs 


Toward the end of the war and in the period which has subse- 
quently elapsed, considerable quantities of condemned foods and drugs 
became available for disposition by the armed forces and other govern- 
ment holding agencies. The disposal of condemned merchandise then 
and now is vested in the holding agencies. The following official rules 
apply to the disposition of such condemned articles: 

Drugs: —‘‘Drugs, chemicals, biologicals and other medical supplies which are un- 
safe for use, deteriorated, or bear an expired dating of effectiveness will be destroyed.” 

Foods: ~—“Before any item or lot of subsistence supplies which have been deter- 
mined by competent authority to be unfit for human consumption is disposed of by sale 
or otherwise, it will be brought into conformity with the requirements of the Federal 
Food, Drug, and Cosmetic Act by denaturing so as to render the product unusable for 
human consumption.” 
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Prior, however, to the adoption of the requirement of denaturing, 
the armed forces had sold certain food products on offerings declaring 
them to be unfit for food and after labeling them “‘unfit for food."" The 
purpose in selling such articles was to conserve useful materials for 
proper use. For example, cereal products unfit for human food can be 
properly used for animal feed, which has been for some time and is now 
in extremely short supply. Unfit dried fruits are suitable for distillation. 
Other articles may be suitable for certain technical non-food uses. Cer- 
tain buyers of unfit materials under the restriction that they were not to 
be sold as food, returned such articles to the channels of food trade, 
thus imposing adulterated articles on the public. 


The Army bought large quantities of dried navy beans and some 
of these deteriorated in storage. The deteriorated articles were con- 
demned and sold under the condition that they be used only for animal 
feed. The Food and Drug Administration on finding these products 
thereafter in the channels of the food trade, so moldy internally as to 
render them utterly unfit for food, proceeded to make seizures under the 
Food, Drug, and Cosmetic Act as a protection to the public. 


A large lot of dried eggs which had deteriorated in storage, and 
which subsequently were condemned by the Army were sold under a 
label “Unfit for human food,” with the understanding that the eggs 
were not to be used for human consumption. The buyers re-sold the 
eggs in the food trade for use in bakeries, at a tremendous increase in 
price. Large quantities of this material were seized under the Food, 
Drug, and Cosmetic Act, and a conspiracy action is now pending in the 
Federal Courts against the perpetrators of this serious violation of the 
Food, Drug, and Cosmetic Act. 


The State Director of the Food Control Department of Virginia 
found on sale to the consuming public in his state a number of articles 
of food which were in various stages of deterioration. Investigation 
showed the Army had sold three carloads of various materials including 
pretzels, biscuits, crackers, dehydrated fruits and dried beans to a sal- 
vage dealer, and, after several ownership transfers, the material was 
offered for sale for food purposes. The matter was investigated by 
Federal and state authorities and the illegal distributor was prosecuted 
in the state courts. 


Page 474 Food Drug Cosmetic Law Quarterly— December, 1946 





Condemned Drugs 


Under the rule stated, the armed forces have condemned and 
destroyed large quantities of deteriorated, unfit, dangerous and worth- 
less drugs remaining in supply at the war's end, instead of disposing 
of them in channels where they might be distributed to the public; thus 
the public health was protected. The processes of determination of 
suitability for public distribution of surplus drugs are still actively being 
employed. These will be discussed under Disposition of Government 
Surplus Foods and Drugs, the topic next to follow. Here, however, 
one illustration will be furnished of a drug useful to the Army but having 
no usefulness to the public. 


The Army during the war purchased a protective ointment con- 
sisting of chlorine compounds in an ointment base. The article originally 
was intended for the treatment or prevention of injury by vesicant gases. 
The labels bore directions appropriate for the purpose for which the 
product was intended. However it had no useful purpose in civilian life, 
hence destruction followed. 


Disposition of Government Surplus Foods and Drugs 


In dealing with disposition of surpluses of foods and drugs by 
various government agencies, we should understand how and why 
such distribution could affect the introduction of misbranded and adul- 
terated articles in the stream of domestic commerce. 


During hostilities, the Food and Drug Administration received 
many inquiries asking whether certain forms of labeling required under 
the Food, Drug, and Cosmetic Act could be omitted on articles going 
to the armed forces. For example, the Army did not wish to place on 
the labels of certain dangerous drugs the warnings and cautions required 
by the Food, Drug, and Cosmetic Act. The reason was that certain 
of these items were intended for emergency use in the front battle lines 
without immediate medical supervision. The authorities feared that 
cautions and warnings would cause the soldiers to be afraid to use the 
articles. Many food items bought by the armed forces were labeled 
to meet the particular needs of the branches of the armed forces, but 
incompletely under the requirements of the Act such as for example 
“Emergency Rations.” 
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The Food and Drug Commissioner issued the following statement 
with respect to incomplete labeling in such circumstances: “Since the 
outbreak of hostilities the Food and Drug Administration has foregone, 
so far as is consistent with its legal obligations, any requirement of 
the Food, Drug, and Cosmetic Act that might create immediate diffi- 
culties in the procurement or use of supplies for the Army so far as 
labeling is concerned. We have consistently stated that labels satis- 
factory to the Army officials would not be the basis of action by the 
Administration, regardless of the compliance or non-compliance with 
the requirements of the Act.” 


This policy was expressed with the understanding that if, when 
the war ended, surpluses of such misbranded articles were disposed 
of and returned to the channels of normal trade, they should be placed 
in compliance with the law before sale—for said the Commissioner: 
“Governmental agencies in selling foods and drugs have essentially 
the same obligation under the Food, Drug, and Cosmetic Act as do 
commercial dealers. We have consistently maintained the position that 
the Governmental agencies holding such products should see to it that 
any unfit portions are segregated and either destroyed or denatured as 
the facts warrant.” 


Typical of orders issued by the armed forces on this subject is the 
following: “Care must be exercised to prevent declaring surplus-such 
drugs and other medical supplies which, if used, are or may likely be 
harmful to public health, either because of their toxic effect or because 
of ineffectiveness and consequent failure to produce desired results.” 


Among the government agencies having or having had to do with 
the distribution of war surpluses, besides the several branches of the 
armed forces, are: 


Surplus Property Utilization Branch of the Treasury Department. 
The Reconstruction Finance Corporation. 

Production and Marketing Administration. 

U. S. Maritime Commission. 

Commodity Credit Corporation. 

War Assets Administration.* 


* Now the chief surplus disposal agency. 
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Late in 1944 and early in 1945 the Food and Drug Administration 
had many conferences with the government agencies having surplus 
property disposal authority. It was universally agreed that it was the 
obligation of all such agencies to take such precautions as were neces- 
sary to avoid the distribution of misbranded or adulterated articles. It 
was further agreed that the best course was to institute a system of 
inspection at the source before disposal so that products detected in 
violation of the law could be brought into compliance where possible, or 
condemned for destruction if unfit for use or dangerous, and thus avoid 
the situation which might otherwise develop if thousands of items of 
drugs, chemicals and biologicals were dumped on the market without 
this precaution, creating a situation inimical to the public welfare and a 
major regulatory problem to the Food and Drug Administration. 


As we have already seen the early distributions of condemned 
articles under conditions that the buyers would restrict their sales to 
certain non-food channels or would use the articles for technical pur- 
poses had not succeeded in keeping violative foods and drugs out of 
the human consumption channels of trade. Agreements were entered 
into with the various disposal agencies, the most effective of which, up 
to that time, was that entered into with Surplus Property Utilization 
Branch of the Treasury Department covering surpluses of drugs turned 
over to the Surplus Property Utilization Branch by the holding agencies 
for distribution. The Food and Drug Administration and Surplus 
Property Utilization agreed to cooperate in determining the suitability, 
safety, and proper labeling of the many thousands of items held in large 
and small quantities as surplus for distribution. A scheme was set up 
whereby, in the first place, agents of the Food and Drug Administration 
made actual inspections of lots of surplus articles and determined their 
suitability or unsuitability for distribution by physical examinations. 
Later this work was done by agencies of the various Army posts where 
the goods were held as surplus. These examinations made largely at 
Army depots with the cooperation of the War Department involved 
examining the articles physically for (1) damage to containers, (2) cak- 
ing of powder drugs, (3) discoloration, (4) disintegration of tablets, 
(5) precipitation or cloudiness of liquids, (6) development of glass 
particles in ampules possibly due to poor glass, (7) disintegration of 
rubber closures, (8) legality of labeling. 


Wartime and Postwar Food and Drug Adulteration Page 477 





The second important feature of the plan was that a list of some 
300 drugs subject to deterioration was set up. From surplus lots of 
these drugs the various holding depots submitted samples to the Food 
and Drug Administration for chemical, bacteriological or pharmaco- 
logical testing. Chemical testing was designed to detect (1) loss of 
active ingredients by evaporation, (2) chemical changes due to age, 
(3) reactions of the products with metal containers when so dressed, 
and (4) whether standard drugs were in compliance with the then 
official LInited States Pharmacopoeia, the United States Homeopathic 
Pharmacopoeia or the National Formulary. Bacteriological testing was 
designed to detect loss of sterility when products were so labeled. 
Pharmacological testing was designed to detect loss in potency. This 
procedure, and those employed to effect predetermination of legality 
of foods so as to avoid distribution of those not in compliance with the 
law, was amazingly successful in keeping off the market products that 
might otherwise have caused serious consequences. 


Since the War Assets Administration took over surplus property 
disposal on March 26, 1946, some variations have been added to the 
procedures employed to keep adulterated and misbranded articles of 
foods and drugs off of the general market. For example, articles which 


are misbranded under the law may be sold under the condition that 
the buyer will relabel in compliance with the law but title is withheld 
from the buyer until he has complied with the conditions laid down and 
inspection has shown that the compliance has been effected. Likewise, 
in the case of articles sold for technical use or for recovery of some 
valuable constituent or for distillation into non-beverage alcohol, title 
is withheld until performance has been checked and compliance met. 


These operations, too, have imposed a tremendous work load upon 
the limited force of the Food and Drug Administration, but they have 
had the effect of furnishing a large degree of protection to the consum- 
ing public. 


In view of the magnitude of the task of inspection to determine the 
fitness of surplus foods and drugs for general distribution, and the 
multiplicity of branches and agencies handling distribution under vary- 
ing and difficult conditions, it is not to be wondered at that in some 
instances surplus products have been distributed in violation of the law. 
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Illustrating some of the violations which occurred in the distribution 
of surpluses, notwithstanding all the precautions taken by the various 
agencies, there appeared in the May, 1946, issue of a boating magazine, 
an advertisement of a private dealer of life floats, signal pistol outfits, 
distress signals, emergency fishing kits, and first aid kits. The latter 
were described as: 

First Aid Kits: 24 unit kit in watertight container. Contents: 2 pkgs. sulfanila- 
mide crystals, 2 pkgs. sulfadiazine tablets, 1 pkg. aspirin, 1 pkg. benzadrine sulphate, 
1 pkg. phenobarbital, 1 tourniquet, scissors, forceps, 2 boric acid ointment, 1 iodine, 
1 pkg. ammonia inhalants, 1 pkg. eye dressing ointment, 7 pkgs. compress bandages, 
2 pkgs. waterproof adhesive compress, | pkg. triangular and 1 pkg. gauze bandages. 
(Full directions for use) $14.75. 

The items sulfanilamide, sulfadiazine, benzedrine and phenobar- 
bital, described in the advertisement, are dangerous drugs and are 
prohibited by the law from distribution to the lay public except on physi- 
cian’s prescription. Other items in this list were likewise in violation. 
The facts in this case were that the government disposed of a large quan- 
tity of life rafts, with most of the equipment intact. These rafts had 
been permanently equipped with the necessities for subsistence and 
comfort of seamen adrift. The advertiser who bought the rafts and 
equipment from the government stripped the rafts and offered the items 
of equipment for sale to the public, including those in violation of the 
Food, Drug, and Cosmetic Act. 

At the termination of the war, the government discontinued receiv- 
ing supplies from a large number of contractors. Such contracts were 
subsequently cancelled, leaving a large quantity of supplies made for the 
Army in the hands of the contractors. 

There appeared in a newspaper on December 3, 1945, an advertise- 
ment of “13,973 First Aid Kits," and “14,020 First Aid Packets."" The 
First Aid Kits were listed as containing, among other items, “one vial 
5 Amphetamine tablets,” “one vial 8 wound tablets’ (sulfadiazine). 
Among the items listed in the First Aid Packets is ‘1 packet sulfanila- 
mide 5 gram." These are dangerous drugs. They are not permitted 
by the Food, Drug, and Cosmetic Act to be distributed to the public 
except under physicians’ prescription. Besides, they were not completely 
labeled in compliance with the law. They were actually being sold to 
the public. Because such distribution violated the terms of the law and 
constituted danger to the public, seizures were effected under the Act 
to remove the articles from the market. 
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Raw Materials in Hands of Contractors at War's End 


The war's sudden end left in contractors’ hands a very large quan- 
tity of potatoes bought for use as an ingredient in the manufacture of a 
food product for the Army. The quantity involved precluded prompt 
use and because of improper storage, extensive rot soon developed. A 
packer undertook to cut off the visual portions of the rot, and used the 
recovered portions in his regular pack of canned cod fish cakes. The 
operation was carried on by inefficient labor and without proper super- 
vision, with the result that the canned cod fish cakes contained large 
percentages of moldy potatoes, thus rendering the finished product unfit 
for human consumption. Seizure of the product shipped for sale to the 
public served to persuade the packer either to subsequently discard the 
potatoes entirely or to exercise more care in trimming. 


Government Surplus Empty Food Containers 


When the war ended, the Army had on hand a large quantity 
of empty tin cans intended for use in packing Army rations. Some of 
these bore a lithographed label on the closed ends, reading: “SUPPER 
—B. Unit—C Ration—Save Key to open M. Unit,” and “BREAKFAST 
B. Unit—C Ration—Save Key to open M. Unit.” The Army sold 
700,000 of these empty cans to a dog food manufacturer, specifically 
with the understanding that the buyer would obliterate the Ration 
markings. However, this was not done. The dog food manufacturer 
filled the cans with dog food and sealed and processed them putting a 
paper label around the body of the cans reading: “Dog Food.” The 
most likely assumption by the purchaser of this article on reading both 
labels was that the cans contained Army rations which had been dis- 
posed of by the Army later being labeled and sold as dog food by the 
purchaser. Inquiries from the public support this thesis. Thus pur- 
chasers of the article as dog food supposing it actually to be Army 
rations were led to believe that the article was fit for human consump- 
tion, whereas it was unfit for human consumption. Another possibility 
in these circumstances was that a retail dealer buying this dog food 
would strip the paper labels declaring it to be dog food and sell the 
article for human consumption as Army rations. 


The Army also had on hand a large quantity of new empty cans 
bearing lithographed labels on the closed end reading in part: “HAM 
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& EGGS—with Potatoes—Ingredients: Eggs, Potatoes, Ham, Onions, 
Re-Constituted Non-Fat Milk Solids, Corn Starch, Salt and Spices. 
U. S. Inspected and Passed by the Department of Agriculture EST. 
794,” and “MEAT AND NOODLES~—Ingredients: Beef, Cooked 
Noodles, Pork, Water, Salt, Onions and Spices, U. S. Inspected and 
Passed by Department of Agriculture’ EST. 794." Another dog food 
packer bought these cans under the same commitment to obliterate the 
Army label, but failed to do so. He filled them with a product com- 
posed of ground meat offal and cereals, sealed and processed them, and 
placed a paper label around the cans reading: “Dog Food.” Again 
on cans of dog food we have two labels, one declaring the product to 
be dog food, the other declaring it to be ‘Ham & Eggs” or “Meat and 
Noodles.” Here also consumer : omplaints verified the fact that the 
consuming public believed the product to be ‘“‘Ham & Eggs” and “Meat 
and Noodles” and fit for human consumption, which was not the case. 
This also constituted misuse of the U. S. Meat Inspection legend. Regu- 
latory activities have apparently brought an end to this form of violation 
of the law. 


Flood of Illegal Imports in the Postwar Period * 


The Food, Drug, and Cosmetic Act was approved on June 25, 
1938. It did not become fully effective until July 1, 1940. Prior to 
this time, the Food and Drugs Act of 1906 was in effect and controlled 
imports. The 1938 law made many new requirements with which foods 
and drugs are obliged to conform. This is particularly true in the case 
of informative labeling. This law also included cosmetics which had 
not theretofore been under purity or branding exactions by Federal 
enactment. Exporters of foods and drugs to the United States through- 
out the world had learned the requirements of the Food and Drugs Act 
of 1906 and had come to know that if their shipments to the United 
States did not conform with that law, they would be detained for 
exclusion. 


At the time when the 1938 law became operative, the world had 
become embroiled in a catastrophic world war which brought about 
cessation of shipments of foods and drugs and cosmetics from the 
invaded nations and those at war, and trade with neutral nations was 
drastically curtailed. Thus, exporters had no experience with or knowl- 
edge of the Food, Drug, and Cosmetic Act until commerce with this 
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country was reopened after V-J] Day, August 15, 1945, a little more than 
one year ago. It was to be expected that attempted violation of the 
law would result from this state of affairs. This proved to be one of 
the two principal reasons for multiple violative articles reaching our 
shores. 


The second reason is that many ordinarily exported food and 
drug products on hand in the various countries of the world when the 
war began were stored and held, some of them during the entire course 
of the war. These became deteriorated, filthy and worthless. After 
the war was over, foreign dealers wishing to have a means of securing 
American credits began to ship these old stocks to the United States. 
They are continuing to do so. Following the opening of foreign trade 
and the availability of shipping space there developed gradually a vast 
surge of shipments of thousands of foods and drugs to the United 
States. A very large number of these violated the terms of the new law 
because misbranded or adulterated. Both new and old foreign shippers 
had failed to acquaint themselves with the requirements of the Food. 
Drug, and Cosmetic Act of 1938. 


By the end of the first six months after the war, a perfect deluge 
of misbranded, deteriorated, spoiled, and unfit products were knocking 
at the doors of the American ports of entry. Since that time the num- 
ber of violative import shipments arriving has steadily increased from 
week to week. For many months it has been necessary to deny entry 
to an average of more than 100 cargoes each week. 


During the fiscal year ending June 30, 1946, 14,955,000 pounds 
of deteriorated insect-infested or filthy or moldy spices were refused 
entry into the United States at eastern ports alone, as violative of the 
Food, Drug, and Cosmetic Act. In many instances these articles were 
known to have been old and deteriorated products held for long periods 
in the countries of origin while the war was in progress. In one case a 
large shipment of cassia from China when examined was found to be 
devoid of spice flavor. Investigation showed that this lot was six years 
old and had lost its essential oil during the long storage period. 


Continued on page 485 


The picture on the right shows insect-infested mace, with insects taken 
therefrom, as described on page 485 
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Continued from page 482 


Much the same situation prevails in the case of crude drugs. Very 
large quantities have been offered for import in so highly deteriorated 
condition as to make them entirely worthless. In one case a large lot 
of miscellaneous crude drugs arrived at an eastern port from France. 
This lot had been in regular warehouse storage in Paris when France 
was invaded. The owner, thinking to save that material from confisca- 
tion, loaded it on trucks and took it many miles to the westward and 
stored it in a barn. Here it stayed until the invaders again approached, 
when again it was moved. This time the owner dug holes in the ground 
and stored the material under the earth. When the war was over, he 
dug it up and sent it on its way to the United States. When the 
articles in the shipment were examined by the Food and Drug Admin- 
istration, they were found to be moldy, wormy, filthy and rotten, and, 
of course, were rejected from entry. 


Two cuts are furnished to illustrate these forms of adulteration. 


The first (page 483) represents a part of an import sample of insect 
bored and infested mace. This picture shows bored and tunneled fingers 
of mace and insects taken from them. A number of rodent pellets will 
also be seen. 


The second (page 484) represents a part of an import sample of 
Kola nuts cut in half to reveal defects. These are insect bored and 
show extentive internal mold and rot. 


About March 1, 1946, the government imposed drastic restrictions 
on the use of certain grains for beer making. Brewers thereafter, in 
order to keep up volume of production, cast around for substitute mate- 
rials. Manioc meal, a product of Brazil, derived from the root of the 
Cassava plant, was found to be suitable as a raw material for beer — 
making. Immediately a tremendous demand developed for this material 
and somewhat later huge quantities began to be offered for entry at 
ports on the east coast. This created a new problem, as this article had 
not theretofore been imported. Prior to the arrival of the first shipment 
of the article, the Food and Drug Administration pointed out to brew- 
ery Officials, officers of brewing associations and import brokers its 





The picture on the left shows insect-infested and moldy Kola nuts, as 
described on this page 
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concern lest the large demand would cause the foreign producers to 
substitute the bitter variety of manioc root for the sweet variety in the 
manufacture of manioc meal for shipment to the United States. The 
reason for this concern is that the bitter variety of manioc meal contains 
a glucoside of hydrocyanic acid, an extremely poisonous substance. 
We had examined early samples submitted by the foreign shippers to 
their prospective customers in the United States, and in some of these 
we had found considerable quantities of hydrocyanic acid; thus our 
concern had a firm basis. We then, through one of the principal brew- 
ing trade associations and a considerable number of the largest im- 
porters, issued firm warning that products of this nature containing 
hydrocyanic acid would be rejected at ports of entry and cautioned that 
greatest care should be taken to avoid shipments of this nature. We 
also warned that the article was highly susceptible to insect infestation 
and might at times be found to be rodent contaminated, stating that 
the finding of any of these conditons in lots offered for entry would be 
cause of rejection from importation. 

These warnings were reported to the foreign shippers by interested 
importers and brewers and were effective in preventing the shipment 
of the bitter variety of manioc meal to the United States; testing of all 
lots offered has shown none contaminated with hydrocyanic acid. On 
the other hand, of the large volume imported, approximately 60,000 
tons, examinations at ports of entry have revealed approximately 25,000 
tons highly contaminated with insects and with rodent excreta. 


Ships Stores 


During the war and since, every ship landing at an American port 
has been a potential source of the introduction of adulterated foods and 
drugs into the United States. This comes about because of several 
reasons: (a) ships damaged at sea may carry water-damaged or oil- 
soaked foods; (b) American ships docking after long voyages, especially 
in the tropics may have in their stores articles which have deteriorated, 
become musty or insect infested; (c) American ships traveling world 
lanes may carry provisions and medical supplies bought in countries 
backward as to food and drug control. 

Landing such materials occurs when ships are under repair in dry 
dock, when stores are transferred from one ship to another, when ships 
are transferred to private ownership, and when ships are decommissioned. 
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A cooperative arrangement between the War Shipping Administra- 
tion, the Maritime Commission, United States Customs, Meat Inspection 
Division of the Bureau of Animal Industry, Agricultural Marketing 
Administration and the Food and Drug Administration provides the 
means for surveys of ships stores cargoes, inspections to prevent unlaw- 
ful distribution of adulterated and misbranded articles which have been 
landed, and supervisions to insure proper disposition of articles which 
are adulterated or misbranded. These services are rendered by the 
Food and Drug Administration, The Meat Inspection Division of the 
Bureau of Animal Industry and the Agricultural Marketing Administra- 
tion, as their respective jurisdictions apply. 


Ships stores are landed in very large volume. For example, it has 
been roughly estimated by the War Shipping Administration that stores 
removed from decommissioned ships at the port of New York alone 
amounted to one million dollars in value in a five-month period between 
April 1 and September 1, 1946. Condemned stores having no salvage 
value are jettisoned or removed as garbage or galley waste and are 
dumped under Customs supervision. Condemned material having sal- 
vage value, such as fats, oils, grains, cereals and dried fruits, are entered 
through United States Customs and are denatured to render them unfit 
for human food, under the supervision of the Food and Drug Admin- 
istration. In case salvage involves separating good material from the 
bad for the recovery of the good as in the case of shell eggs, supervision 
of the salvage operation is carried on by the Food and Drug Adminis- 
tration and the material recovered as fit is permitted unrestricted sale, 
and that set aside as unfit is destroyed likewise under supervision of 
the Food and Drug Administration. These operations have kept from 
regular food and drug trade channels a vast amount of adulterated 
materials which might otherwise have reached the American public. 


Two illustrations will be furnished of the public protection which 
is represented by this form of control. These represent stores bought for 
crews’ supplies in foreign countries. 


A quantity of canned spinach from ship stores was unloaded at 
the port of New York as surplus. This article bore a paper label declar- 
ing it to be spinach and showing that it was packed by a canner in 
Cairo, Egypt. A Food and Drug Inspector observed that the metal lids 
on opposite ends of the cans were different in color. He concluded 
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therefrom that the article might have been a reprocessed one, having 
been opened after spoilage and resealed with a lid of different metal 
composition. However, this was not the case. On stripping the paper 
label from the cans there were revealed lithographed labels showing 
that the tin cans had originally contained several brands of American 
beer. Investigation left no other conclusion than that the empty cans 
which had originally contained beer, had been recovered from garbage 
dumps after being discarded when emptied, and had been re-used as 
containers for packing spinach by the Egyptian canner. Many of the 
cans in the lot of spinach were ‘swells’ probably caused by garbage 
contamination of the cans, and later improper cleansing and improper 
processing. 


In July, 1946, there was unloaded in New York as ships stores 
considerable quantity of vegetable shortening in cans labeled: “Vege- 
table Product Deer Brand—Howrah” (India). Examination of the 
article showed it to contain an artificial color which was identified as 
“Color Index No. 19” (Dimethyl-amino-azobenzene). This is a color 
known to have carcinogenic properties and proven capable of producing 
cancer when included in the diet of experimental animals. The entire 
lot of vegetable shortening was destroyed, and, in addition, the United 
States Commissioner of Food and Drugs addressed a letter to the State 
Department relating the facts and saying: ‘this product probably is dis- 
tributed throughout India for food use. In our opinion the distribution 
of this food containing carcinogenic dye represents a health hazard. 
You may desire to call this matter to the attention of the appropriate 
Indian or British authority.” 


Product Shortages Caused Adulteration 


In the postwar period we are experiencing critical shortages in 
certain basic food materials. Among these are edible fats and oils, 
cheese, sugar, and animal feeds. 


Policing of the food supply of the nation in the postwar era has 
revealed numerous instances of the use’of mineral oil in whole or in part 
as a substitute for vegetable oil in mayonnaise, salad dressings, candy 
bars, toasted peanuts, potato chips, popcorn, lard, and other products. 
Mineral oil is a worthless and dangerous food adulterant. A Federal 
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Court declared it to so be after a lengthy court trial. (United States v. 
Howard Davis, doing business under the firm name and style of Better 
Taste Popcorn Company, Civil No. 1025, Southern District of Indiana. ) 

[But see also United States v. 55 Cases Popped Corn etc., No. 
1551, District of Idaho, in which mineral oil was held not to be an adul- 
terant. The two cases are not on all fours, however, since in the Idaho 
case no charge was made in the pleadings that the product was dele- 
terious and no evidence was presented on this point. ] 


The scarcity of edible oils, in addition to stimulating the use of 
mineral oil as a substitute, also brought about the reduction in the amount 
of edible oil in salad dressings, the oil deficiency being concealed by 
the use of gums and starch. Some so-called French salad dressings 
have been found to contain no oil whatever. Here the deficiency was 
concealed by the use of gums and artificial color. 


Growing out of the cheese shortage, some manufacturers of cheese, 
in order to keep up volume of sales, developed products which they 
called “Spreads,” or “Cocktail Spreads.” These were put in jars iden- 
tical in many cases with jars used for packing soft cheese. The compo- 
sition of these so-called spreads included dried skim milk, whey solids, 
gum, cream, vinegar, salt, phosphoric acid, and artificial coloring. These 
articles appeared in retail stores and were dispensed from cheese coun- 
ters and were sold extensively to the public as cheese, though not labeled 
as such. In some instances the items were placed in display boxes on 
which appeared the legend: “Serve Yourself With Fine Cheeses.” 
Legal actions have caused more informative labeling. These Spreads 
are not injurious to health. The point is they are not cheese, which 


they resemble. 


Sugar is another article which has been in critical shortage and 
under strict O. P. A. control since V-J Day. The restrictions onthe 
use of sugar caused many manufacturers to resort to the use of saccharin, 
a substance derived from coal-tar, and entirely without food value. It 
is 500 times as sweet as sugar. Inclusion of saccharin in food products 
to replace sugar constitutes a violation of the law. Notwithstanding 
this, saccharin has been found in a variety of food products, including 
soft drinks, and appropriate regulatory actions have been taken. 
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The increase in the use of poisonous preservatives in food probably 
grew out of sugar shortages, as sugar is normally used in food as a pre- 
servative. Numerous legal actions were initiated under the Food, Drug, 
and Cosmetic Act against products containing monochloracetic acid, 
quarternary ammonium solution, salicylic acid, and borax, all of which 
are poisonous substances and dangerous to health. Thiourea, a very 
seriously poisonous substance, was discovered in use as an antioxidant 
in frozen fruits to prevent darkening, and seizure actions were taken 
which caused discontinuance of use. : 


Animal feeding stuffs have been very critically in short supply. A 
used bag dealer handling very large numbers of second-hand bags insti- 
tuted a salvaging operation of recovering the residues of flour and other 
cereal products from the bags being prepared for sale for re-use. The 
process involved running the bags through a cleaner or whipper which 
removed the cereal product remaining in the interstices of the bags. 
This process, however, actually removed a large amount of the jute or 
other fiber of which the bags were made co-mingled with the recovered 
cereal. The inclusion of the fiber with the feed constituted an adultera- 
tion. One case coming under the jurisdiction of the Food and Drug 
Administration wherein reconditioning was required resulted in one ton 
of fiber being removed from 30 tons of the feed. 


Product shortages stimulate enterprising entrepreneurs to develop 
so-called substitutes. A rather interesting new one was discovered 
when we found a dealer ordinarily distributing so-called Maraschino 
Cherries to be selling, instead, a product which he called “Beads.” 
These were put up in half gallon jars and were distributed to soda 
fountains and saloons for use on sundaes and in cocktails to replace 
Maraschino Cherries. The article actually was white grapes dyed red 
with a coal-tar dye, and contained added citric acid and benzaldehyde. 


Scarcity of Equipment 


In the last year, manufacturing equipment has continued in scarce 
supply, and this has resulted in food adulteration. For example, bot- 
tled beer containing much visible filth such as cigar butts, scraps of 
paper, and miscellaneous debris was found extensively on sale in the 
South. It was the product of two small breweries. The cause was 
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traced to a lack of proper equipment for cleaning used bottles before 
re-use. More than 10,000 cases of this beer were seized on the charge 
of being filthy. 


During the war, many of the boats engaged in the fishing indus- 
tries were requisitioned by the Navy and Coast Guard. After the war 
these were returned to their owners or sold to new owners. Meantime 
the Navy and the Coast Guard had made certain alterations in the 
ships. Notwithstanding new alterations made by the owners or new 
owners, the holds could not in some instances be satisfactorily refrig- 
erated, and therefore the catch of fish stored in such boats was some- 
times found in spoiled condition when unloaded. Forces of the Food 
and Drug Administration policing this industry kept from the channels 
of food trade more than two million pounds of fish, so rendered unfit 
for food. 


G. I. Joes’ Dilemma 


Another after-war development occurred in the case of an operator 
in New England, who, having gotten into serious trouble in distributing 
adulterated foods, devised a scheme of selling formulae to G. I.’s who 
wanted to go into business for themselves. The formula peddler also 
furnished labels, and these labels misrepresented the products. In one 
case a former soldier was found selling artificially colored mineral oil 


as olive oil. This is damnable because it has caused unwary G. I.s to 
get into serious trouble. 


Conclusion 


We have learned that war brings with it food and drug adultera- 
tions which seriously menace public health and are inimical to publi¢ 
welfare. We have learned that postwar conditions promote some of 
the same adulterations and bring many more in addition. It is obvious 
therefore, that extreme vigilance is required of food and drug control 
officials to keep such practices in check if public health and public wel- 
fare are to be conserved during such periods. ? 


[The End] 
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than the Food and Drugs Act.‘ Few Dominion statutes have 

both a greater direct and indirect influence upon that great na- 
tional asset, the public health, as well as upon honesty and fair dealing 
in trade. It is questionable, however, if the Food and Drugs Act is not 
merely a name to most people and its aims and purposes taken for 
granted without being known and appreciated. 

How many mothers realize that the soft drink her small son de- 
mands must conform to standards fixed by regulations * under the Act 
and that even with war scarcity of sugar, saccharin may not be used to 
sweeten it, or, that the ice cream supplied at the corner store is not per- 
mitted to contain other than the ingredients or less than the percentage 
of butter fat prescribed by regulation. 

The present Act is designed to guard both the health and the 
pocket of the consumer through provision of standards of quality, purity 


7 YVHERE ARE FEW STATUTES more important to Canadians 





1c, 76 R. S. C. 1927. The expression ‘‘Dominion Act’’ herein means the Food and 
Drugs Act. 
? Order-in-Council P. C. 9056, October 6, 1942. 
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and identity for food and drugs, as well as through labelling and pack- 
aging requirements. Adulteration and misbranding, from the health 
point of view, is relatively modern in its origin. Early legislation, sen- 
sibly enough, in the light of the knowledge of the times, seems to have 
been concerned not with health so much as with preventing fraudulent 
practices to increase weight or bulk. Health protection, in its modern 
understanding, was rather an indirect, and often haphazard benefit 
resulting from these laws, which would seem to have been primarily 
concerned with protecting the public from fraud or “cheats.” 


As far back as the reign of Henry III* bread and ale were made 
the subject of such legislation. Certain grains only were recognized as 
proper for use in bread, and the addition of others which might not only 
be noninjurious but even beneficial was not permitted. From such 
legislation, enacted to prevent dishonesty in trade which the common 
law had always regarded as a crime, eventually emerged, although not 
until recent years, the health aspects of adulteration. 


Food and drugs made their first legislative appearance in Canada in 
1874, curiously enough in 
“An Act To Impose License Duties on Compounders of Spirits; To Amend the ‘Act 
Respecting the Inland Revenue;' and To Prevent the Adulteration of Food, Drink 
and Drugs.” * 

The emphasis which this legislation placed upon the adulteration 
of spirits, and its provisions regarding compounded spirits in compari- 
son with the provisions relating to adulteration of food and drugs would 
suggest that the legislators of that day were concerned as much with 
protecting the public purse from dilution as with the public health against 
adulteration. This possibly is not surprising when it is considered that 
income tax, corporation tax, excess profits tax, succession duties and 
other forms of Dominion revenue were then unknown and the bulk of 
the revenue in the exchequer was obtained from customs duties, excise 
and postage. 


Before discussing the historical background of the present Act and 
its development, it is important to understand the legislative divisions 
in Canada of food and drugs. 


*51 Henry III, c. 6, The Statute of the Pillory and Tumbrel and of the Assize of 
Bread and Ale. 
*c, 8S. C. 1874. 
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Food, as defined in the Dominion Act, includes 


“every article used for food or drink by man, and every ingredient intended for mixing 
with the food or drink of man for any purpose whatever.” 

While this, broadly speaking, encompasses everything which can 
be understood as food, there are certain foods which are expressly the 
subject of other Dominion legislation. 


The Department of National Health and Welfare, which is charged 
with matters relating to the promotion or preservation of the health of 
the people of Canada over which the Parliament has jurisdiction, admin- 
isters, amongst other acts, the Food and Drugs Act. The Department 
of Agriculture, however, is responsible for the administration of a num- 
ber of Dominion statutes relating to food. These include both statutes 
and regulations. Amongst these are “The Meat and Canned Foods 
Act” and regulations, which also make provision for fish and shellfish,° 
Livestock and Livestock Products Act, 1939,° and regulations, and cer- 
tain statutes regarding fruit, poultry, eggs, etc. 


Broadly speaking, the distinction between the functions of the 
Department of Agriculture in relation to food products within its legis- 
lative administration and food products within the Food and Drugs Act 
is as follows: The former, as “producers statutes,” are concerned with 
quality control and the establishment and maintenance of identifiable 
standards for such products when intended for interprovincial com- 
merce and export abroad. The Food and Drugs Act, as a consumer's 
statute, is concerned with the protection of the public, both as to safety 
and honesty, in regard to food consumption. 


. 


Drug, as defined in the Dominion Act, includes 


“all medicine for internal or external use for man or animal; any substance, mixture 
of substances and any article that may be used for the diagnosis, treatment, mitigation 
or prevention of disease in man or animal; any material that may be used for disinfec- 
tion in premises in which food is manufactured, prepared or kept or for the control of 
vermin in such premises;” 


and medicine means 
“any substance or mixture of substances that may be used in restoring, correcting or 
modifying organic functions.” 

While these definitions encompass everything which can be under- 
stood in a preventive or curative sense, there is also other Dominion 


5¢, 77 R. S. C. 1927 Regulations P. C. 7268. 
6c, 47 S. C. 1939. 


Page 494 Food Drug Cosmetic Law Quarterly— December, 1946 





legislation which is concerned with certain drugs and medicines. This 
legislation is The Opium and Narcotic Drug Act* and the Proprietary 
or Patent Medicine Act. These are also within the administration of 
the Department of National Health and Welfare. 


The Opium and Narcotic Drug Act is concerned entirely with the 
control of the use of narcotics and covers the very things which its name 
would suggest. 


The Proprietary or Patent Medicine Act possibly requires a word 
of explanation, as there is no Federal counterpart to it in the United 
States. In brief it permits of registration of formulae of prepared medi- 
cines and the licencing of manufacturers thereof to sell such remedies 
without disclosure of the formula on the label. Registration under this 
Act provides the only exception to disclosure of the active ingredients 
which is required under the Food and Drugs Act. 


Preparations submitted for registration must be accompanied by 
the qualitative and quantitative formula and a statement of the uses for 
which the product will be manufactured and sold. Provision is made 
to control false, misleading or exaggerated claims in respect to any 
such preparations, with the further stipulation that they may not be 
represented as acure. The formula is carefully examined and the uses 
for which it will be advertised for sale are examined by departmental 
officials and, if therapeutic value is established, and the claims made are 
in relation to such value, registration may be permitted and a licence 
may be granted. 


The licence is an annual one and may be revoked for cause. Any 
such preparation is required to show on the label its registration number. 


The foregoing indicates broadly the legislative divisions concerning 
food and drugs in Canada. 


The constitutional authority for this legislation should next _be 
briefly considered. Certain substantive and administrative differences 
between the Dominion Act and the Federal Act ® are attributable to the 
differences in the constitutional authority under which they are respec- 
tively passed. 

Te, 144 R. S.C. 1927. 


8c. 151 R. S. C. 1927. 
®*The expression ‘‘Federal Act’’ herein means The Federal Food, Drug, and Cos- 


metic Act, 1938. 
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The British North America Act of 1867 may be considered to set 
forth the Canadian constitution. Sections 91 and 92 provide for the 
distribution of legislative powers as between the Dominion and the 
provinces. 


Section 92 authorizes the provincial legislatures to make laws for 
the particular subjects therein mentioned, included in which are property 
and civil rights in the province. 


Section 91 authorizes the Parliament of Canada to make laws for 
the peace, order and good government of Canada both in relation to a 
number of specially designated subjects, including the regulation of 
Trade and Commerce and the Criminal Law, and in respect of all mat- 
ters which are not specifically assigned to the provinces by Section 92. 
Thus the residuum of legislative authority in Canada is in the Dominion 
Parliament. 


While the Food and Drugs Act is not expressed to be legislation 
under any particular portion of Section 91, it has been held that Parlia- 
ment was validly exercising its powers in so enacting, as its primary 
object was to create new offences for the general protection of the 
public health and to prevent dishonesty in dealings in its subject matter. 


As was stated by Martin J. A. in Standard Sausage Company v. 
Lee: * 


“It follows ... to my mind, that since it is clear that the present impeached Act 
(Food and Drugs Act) could not have been passed by a Provincial Legislature and 
the subject matter is not within its exclusive assignment, said Act is within the ‘Peace, 
Order and good Government’ power of Parliament as well as within that of criminal 
law, .. 

“Such being my opinion it is not necessary to pass upon the submission that the 
legislation in question can also be sustained under s. 91(2), ‘the Regulation of Trade 
and Commerce,’ though I do not wish it to be thought that I am opposed to that sub- 
mission, on the contrary, I recognize, after giving it some, but not final, consideration, 
that there is much to be said in favour of it herein because the facts and wide circum- 
stances before us, i. e., the general regulation of a National pure food supply, ‘affecting 
the whole Dominion,’ in the field of public health already preponderantly open to the 
authority of the National Parliament, are essentially different from those considered in 
e. g., Citizens Ins. Co. v. Parsons (1881), 7 App. Cas. 96, wherein it was held that 
insurance contracts were civil rights and therefore within Provincial authority, . . .” 


The Food and Drugs Act, therefore, being law for the peace, 
order and good government of Canada and Criminal Law, as well pos- 
sibly as ‘‘the Regulation of Trade and Commerce,” is Dominion-wide 


” 61 Canadian Criminal Cases, p. 95 at p. 111. 
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in respect to all matters within its provisions and irrespective of whether 
the subject of it is in, or intended for, inter-provincial, or intra-provincial 
commerce. 


While certain provincial statutes passed as health measures relate 
to the sale of food and drugs, they arg rather concerned with sanitation 
and inspection of premises wherein manufacturing is carried on or 
where food is sold. In the case of drugs they do impose certain condi- 
tions of sale for the protection of the public. There is, however, no 
provincial legislation which completely covers the subject matter of the 
Dominion Act. 


The Federal Act proceeds upon an entirely different constitutional 
footing because criminal law is the prerogative of the states and Federal 
authority is in respect to the aspects of the sale of food and drugs which 
relate to interstate commerce and so is limited to products sold outside 
the state of production. 


For uniformity of application and avoidance of technicalities in 
regard to jurisdiction, there would seem to be considerable advantage 
in the Canadian legislation as opposed to the distinction between Federal 
and state control with the latter varying as between many states. 


The constitutional and other aspects of the Dominion Act having 
been briefly examined, its legislative history and the Act itself can now 
be discussed. The first legislation pertaining to food and drugs in 
Canada has been mentioned.* The appendix at the end of this article 
lists the various Dominion food and drug statutes which have been 
enacted. Mention will, therefore, merely be made of those containing 
the more significant changes and attention will be centered on the por- 
tions of the present enactment which differ wholly or in some particular 
from the Federal Act. 


The first statute, while its provisions were simple and few, was a 
good foundation upon which future legislation was built. It provided 
definitions of food and drugs, not dissimilar in principle to the present 
definitions, for the taking of samples, analyses thereof and penalties for 
adulteration. 


Adulteration consisted in the addition of deleterious ingredients or 
ingredients of less value than understood or implied by the name of the 
article. It was moreover an offence fraudulently to increase weight or 
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bulk by the addition of other substances without disclosure to the pur- 
chaser. Apart from spirits the Act made no provision for standards of 
quality, purity, or identity, which an article should meet. 


This Act was in 1884 * divorced from the Inland Revenue Act and 
in 1885 replaced by an Act covering the adulteration of food, drugs and 
agricultural fertilizers. A notable aspect of the 1885 Act is that adul- 
teration of food and drugs, as therein defined, apart from additions to 
the latter resulting from increased knowledge, is substantially as con- 
tained in the present Act. 


In 1906 the statutes of Canada were consolidated and this Act, 
with intervening amendments, appeared in the Revised Statutes of 
Canada as the Adulteration Act.** Misbranding as such was still not 
recognized, although in addition to a provision against the false marking 
of labels it was made an offence to use the word “pure” or “genuine’’ 
or any word equivalent thereto, unless the product met the standards 
as laid down in the Act. Such standards, however, related only to a 
limited number of commodities. 


An examination of the early statutes in sequence reveals the trend 
towards recognition of the necessity for establishment of standards of 
purity, strength and identity. The force of advertising, as a means of 


creating demand for a product, was as then unrealized. Certain ele- 
ments of misbranding were, therefore, not of sufficient threat to require 
the extensive authority of present legislation to guard against false, 
exaggerated and misleading claims and devices. With the increase of 
newspapers, magazines and other. advertisement carrying media, this 
became the subject of later legislation. 


This is in brief the legislative background which led up to the 
Food and Drugs Act of 1920 and which, with certain amendments, 1s 
the legislation in force today. 


Cosmetics have not up to the present time been the subject of 
legislative control in Canada. In 1939 ** the Dominion Act was amended 
to include cosmetics in the definition of drug and to authorize certain 
regulations respecting the manufacture and marketing of cosmetic prod- 
ucts. The portion of this Act relating to cosmetics has not yet been 

"¢, 34S. C. 1884. 
2 ¢. 67 S.C. 1885. 


%e¢, 107 R. S. C. 1906. 
"oc, 3S. C. 1939. 
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brought into force and, until proclaimed or replaced by other legislation, 
the cosmetic industry is not subject to any such legislative control as the 
food and drug industry. 


While the aims and objects of the Dominion and the Federal Acts 
are, apart from jurisdictional differences, identical, there are certain 
significant aspects of the Dominion Act which are worthy of comment. 


These will be discussed under the following headings: 


1. Regulations, including Drug Standards and Biological Preparations. 
2. Scheduled Diseases. 

3. Advertisements. 

4. Enforcement—Seizures and Penalties. 


1. Regulations, Including Drug Standards and Biological Preparations 


As mentioned, the administration of the Dominion Act is by statute 
the responsibility of the Department of National Health and’ Welfare 
and, therefore, comes directly under the Minister of that Department. 


Under the Canadian Parliamentary system, each Department of 
Government is headed by a Minister who is selected from the Members 
of Parliament of the group that constitutes the majority in Parliament. 


The Ministers of the respective Departments of Government so 
selected constitute the Cabinet and for practical purposes form the 
Council to His Excellency the Governor-General. The Governor- 
General-in-Council would generally correspond to the President and 
Directors of a Corporation. By the Dominion Act the Governor-in- 
Council is given wide authority to make regulations which are given the 
force of law as if contained in the statute. This system of legislation by 
regulations permits of flexibility in providing legislation which has the 
force of law and, if validly made, is indistinguishable from that of the 
statute. At the same time it is capable of being modified or extended 
to meet immediate and changing needs without the more cumbersome 
and difficult task of asking Parliament for statutory amendments. - 


The Governor-in-Council is empowered by the Act to make regu- 
lations for, amongst other things:* 


(a) prescribing standards of quality for and fixing the limits of variabilities per- 
missible in any article of food or drug the standard of which is not otherwise prescribed 
by this Act or the Meat and Canned Foods Act.” 


% Sec. 3, Food and Drugs Act. 
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““(b) respecting the packaging and labelling of any article of food or drug and the 
design of any such package or label with a view to preventing the public or the pur- 
chaser being deceived or misled as to the character, strength, quality or quantity of 
the article.” 

“(k) prohibiting the sale or defining the conditions of sale of any substance which 
may be injurious to health when used as a food or drug or restricting in like manner 
its use as an ingredient in the manufacture of food or drug.” 

“(kk) defining the conditions of sale of any drug in the interest and for the pro- 
tection of the public health.” 

“(m) respecting false, exaggerated or misleading claims for any article of food 
or drug.” 


Regulations ? have been made establishing standards for some 150 
food products and over 200 drugs, including biological products. Regu- 
lations have also been made regarding the size and type of containers, 
labels, and some aspects of advertising as well as other matters. 


The Department officials, after deciding that a situation or a com- 
modity requires regulatory control, and that such control is practicable 
and enforceable both as regards the public and the industry, will con- 
sider the precise terms and limits necessary. As an administrative prac- 
tice, although not a statutory requirement, the regulation will usually 
be referred to representatives of the industry and others affected by it 
for consideration and comments. 


With due regard to the views thus expressed, upon the recommen- 
dation of the Minister of the Department, the proposed regulation with 
a description of its necessity is forwarded to the Governor-in-Council. 
Upon receiving approval, it emerges as an Order-in-Council bearing a 
date and a number and upon publication in the Canada Gazette, which 
is the official publication of the Government, has the force of law. 


Possibly an explanation of certain aspects of the regulations in the 
field of drugs will be of interest. Sections (k) and (kk) permit of wide 
regulations in this connection. Section (k) is limited, however, to sub- 
stances which may be injurious to health whereas Section (kk) is de- 
signed to cover substantially what, in the Federal Act, is covered by the 
sections relating to new drugs, although its authority is not confined to 
these. It may cover new uses for known drugs as well as those newly 
discovered and which do not squarely come within Section (k) as 
injurious to health. An example of this would lie in regulations con- 
fining the sale of penicillin to individual prescription by a physician, 
dentist, or veterinary surgeon. 


Page 500 Food Drug Cosmetic Law Quarterly— December, 1946 





While the Act in dealing with adulteration of drugs, lists authori- 
ties which are recognized to establish satisfactory standards of strength, 
quality or purity, e. g., the British Pharmacopoeia, any foreign pharma- 
copoeia and lastly any generally recognized work on materia medica 
or drugs, authority is given for * 

“3. (i) ... adding to or removing from Schedule B hereto such material, as may 
be deemed by the Minister to be necessary in the public interest.” 
and 


“6. 3. Notwithstanding anything contained in subsections one and two of this 
section, the Governor-in-Council may make regulations respecting any or all of the 
drugs mentioned or described in Schedule B to this Act.”’ 


Under this authority special standards of quality and potency have 
been established for over 200 drugs and biological products. These are 
contained in what is called the Canadian Supplement to the British 
Pharmacopoeia.** The standards so established are considered to take 
precedence over those set out in the various authorities listed in the 
statute. 


The Act makes special provision for biological products and the 
making of regulations in respect to them. These regulations ** cover 
licensing of manufacturers, inspection of premises, equipment, technical 


qualifications of staff, adequate measures for submitting test portions 
of all batches of such drugs and providing that only approved batches 
may be imported, sold, or offered for sale, in Canada. 


The biological preparations in respect of which regulations have 
been made include preparations of pituitary, adrenals, sex hormones and 
any other animal tissue preparations or any synthetics purporting to have 
a similar physiological action; preparations either natural or synthetic, 
other than hypodermic tablets, purporting to be sterile and intended for 
parenteral administration or application to open wounds; serums, vi- 
ruses, toxins, vaccines and analogous biological preparations. He 


It is interesting to note that the regulations for biological prepara- 
tions have been so well received and observed by manufacturers that 
there have been but few cases of suspension or revocation of the licence 
and there has been no case of a prosecution. 


*P, C. 2515, April 11, 1944. 
™ P. C, 9056, October 6, 1942. Div. ITI. 
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2. Scheduled Diseases 


In 1934,1* the Dominion Act was amended to provide: 


“6A. No person shall import, offer for sale, or sell any food or drug represented 
by label or by advertisement to the general public as a treatment for any of the diseases, 
disorders or abnormal physical states named or included in Schedule A to this Act or 
in any amendment to such Schedule.” 

Amongst the diseases listed in Schedule A, and which may be 
extended or modified by Order-of-the-Governor-in-Council, are included 
alcoholism, cancer, diabetes, epilepsy, gallstones, goitre, heart disease, 
high blood pressure, influenza, obesity, ruptures, sexual impotence, 
venereal disease, etc. 


It will be observed that the essence of the offence is advertisement 
to the general public of a food or drug as a treatment. Accordingly the 
section does not interfere with advertisements in medical journals or in 
publications designed for professional and scientific people, nor with the 
right to prescribe for and treat any of the diseases mentioned. It does, 
however, protect unfortunate sufferers from any of these or the other 
diseases mentioned, against merciless exploitations of their affliction by 
unscrupulous quacks and charlatans who hold out a specious cure which 
raises false hopes or which may delay proper treatment until a cure 


may be impossible. Prosecutions under it have successfully stopped 
the sale to the public of remedies for cancer, epilepsy, high blood pres- 
sure, obesity and influenza, to mention only a few. 


3. Advertisements 


Misbranding ** includes false or exaggerated claims made for a 
food or drug upon the label or otherwise, as well as any statement, 
design or device upon a package or label regarding the ingredients, 
which is false or misleading in any particular. Restrictions are imposed 
upon the use of the words “pure” or “genuine.” It is also declared to 
be an offence to attach to any article or label of a food or drug, any 
label or mark containing any untrue or misleading name, device or state- 
ment.”° It is also an offence to advertise any food or drug in a mis- 
leading manner or in a way which is likely to create erroneous impres- 
sions regarding its value, composition, merit or safety. This can be 

®e, 54S. C. 1934, 


” Section 7, Food and Drugs Act. 
2% Section 32, Food and Drugs Act. 
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either by reason of statements made or device used or because of failure 
to disclose essential facts concerning the actual properties of the food 
or drug.** 


It will thus be seen that relatively wide authority is provided for 
the protection of the public from the over-enthusiasm of manufacturers 
and vendors of food and drugs. 


The administrators of the Act normally will warn an offender 
where, in their opinion, an advertisement infringes the statute. It gen- 
erally, although not always, follows that the co-operation of the depart- 
mental officials in extending a warning is met by a modification of the 
offending advertisement. 


The cases where chronic difficulty has developed are usually in 
respect to drug preparations rather than food, and where the manu- 
facturer is actuated by motives of profit rather than ethics. 


From the variety of procedures outlined herein it is usually possible 
to devise some appropriate sanction either in the form of seizure and 
condemnation of the article or a prosecution against the manufacturer 
or vendor. The administrators do not follow any technical line in inter- 
preting the sections relating to advertisements. Glamourizing or “‘puff- 
ery’ of a product is not discouraged. It is recognized that advertising 
has been a tremendous force in educating the public in matters of food, 


as well as drugs and treatment, and to do this advertising must be 
attractive and given considerable scope in its relation to the products. 


The contributions of commercial firms at the scientific level of re- 
search is recognized. The administrators, therefore, desire to maintain 
what might be considered a balance to ensure that the claims made for 
a particular product bear a proper relation to the subject as a whole. 
Needless to say, by far the majority of the manufacturers, both in 
Canada and elsewhere are not only willing but anxious to co-operate 
with the Department in this field, and ethical manufacturers have no 
difficulty in reconciling their advertising campaigns to the spirit and 
letter of the Act. 


Mention has not been made of radio advertising. Under the regu- 
lations of the Canadian Broadcasting Corporation ** all commercial con- 


21 Section 32A, Food and Drugs Act. 
2 Canadian Broadcasting Corporation Regulations for Broadcasting Stations, Regu- 


lation No. 12. 
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tinuity for food and drugs is required to be submitted to the Department 
of National Health and Welfare for approval prior to being broadcast. 
Here again the departmental officials endeavour to follow the same prin- 
ciples as in the case of other advertising media. The penalty, however, 
for violation of these lies not in any action under the Food and Drugs 
Act, but in refusal of the air. 


4. Enforcement—Seizures and Penalties 


In dealing with seizures, a distinction between the Federal admin- 
istration and the Canadian must be kept in mind. The Federal ad- 
ministration is concerned with products which are in or intended for 
interstate commerce. These, if sold within the state where produced, 
would apparently not come within the Federal Act. This would seem to 
contemplate inspection at the place of manufacture and the control at the 
source. In Canada where the legislation is Dominion-wide, control 
applies to both the manufacturers and retailers who may be in different 
parts of the country. 


Under the Dominion Act, an Inspector, if he has reason to believe 
that any article of food or drug is held, exposed or offered for sale in 
violation of the Act, may seize and hold such article pending analysis, 
and thereafter until he gives an order for its disposal.” 


It is also provided that any article of food or drug reported by a 
Dominion analyst to be adulterated or misbranded, including all other 
articles in the same place at the time the sample was obtained, may by 
order of the Minister be seized and held until an analysis of the sample 
of the whole is made. If the Dominion analyst reports to the Minister 
that the whole or any part of such articles are adulterated or misbranded, 
the Minister may declare the same to be forfeited to the Crown.™* 
This procedure requires no reference to the court and is carried out on 
administrative and ministerial responsibility. There are no restrictions 
or limitations on multiple seizures nor is there anything comparable to an 
action of libel against the articles such as contained in the Federal law. 


Because the expressions adulteration and misbranding have sub- 
stantially the same meaning as they have in the Federal Act, it is un- 
necessary to elaborate on them. 


33 Section 9, Food and Drugs Act. 
*% Section 21, Food and Drugs Act. 
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In regard to food or drugs imported into Canada,” provision is 
made for the detention of a shipment pending an examination of a 
sample taken at the port of entry. If a Dominion analyst reports that 
the sample is adulterated or misbranded, or if it relates to a scheduled 
disease under Section 6A, such shipment may not be admitted into 
Canada for use as a food or drug. It will thus be seen that in respect 
to imports the only action which can be taken is the refusal of entry, 
and the importer or consignee could not be charged with a violation of 
the Act in respect to the shipment because the goods are not legally 
in the country. 

In regard to food and drugs manufactured in Canada but for ex- 
port, the Canadian law is similar to the Federal in providing only that 
such articles must be certified as not contravening any known require- 
ment of the law of the country to which consigned. Whether all food 
and drugs for export should comply with the domestic as well as such 
foreign requirement is possibly open to argument. Certainly with health 
regarded as an international as well as a national responsibility there is 
much to be said for such requirements at least in regard to things which 
can be harmful. 


Penalties 


In addition to seizure and condemnation of offending articles, the 
Act provides penalties for violation of its provisions or of the regula- 


tions.”* These penalties authorize the imposition of a fine or imprison- 
ment, or both. In the Canadian law the pecuniary penalties in com- 
parison with those provided in the Federal Act are relatively insignifi- 
cant. As far as imprisonment too, is authorized, the Canadian penalties 
are substantially less than those in the Federal Act. 

The simplicity and speed in prosecuting under the Canadian Act 
to a great extent offsets any disadvantage from the penalties being light. 
Normally the charge will be heard and disposed of within two weeks 
from the date it is laid. 

The procedure in prosecuting in Canada may be of interest. The 
Food and Drugs Act has been described as criminal law. This, and a 
number of other Dominion statutes set forth substantive criminal law 
in respect to the subject matter of these statutes. In addition to such 
statutes however, there is the Criminal Code of Canada which sets forth 


% Section 10, Food and Drugs Act. 
2% Sections 23, 27, 28, 32, 32A and 33, 
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the substantive criminal law of the country for other than such particular 
matters. It also provides the procedure for the trial of crimes including 
those created by other statutes. 


There are two modes of trial procedure provided in the Criminal 
Code. The first is by indictment and the second by summary convic- 
tion. The procedure on indictment relates to indictable offences which 
are comparable in many respects to felonies, and with certain exceptions 
carries with it the right to trial by jury. The procedure on summary 
conviction relates to offences which more or less would correspond to 
misdemeanors and are triable by a magistrate. 


Normally offences under the Food and Drugs Act are tried on sum- 
mary conviction although the right to proceed by indictment is pre- 
served in the Act. 

The Act authorizes an Inspector to institute a prosecution for a 
violation of it. There is no prerequisite to laying a charge even for 
serious infractions such as the Federal Act provides. The procedure 
therefore is usually for the Inspector upon receipt of a certificate of a 
Dominion analyst as to adulteration or misbranding, if this is involved, 
to attend before a magistrate and lay the appropriate charge. A sum- 
mons is then issued which is returnable within a week. The Act pro- 
vides for administrative discretion in the case of first offences through 


the acceptance by the Minister of a sum of money within the limits of 
the pecuniary penalties provided.*" This normally is interpreted to mean 
the minimum fine and a small sum for costs. 


Upon the return of the summons, if the matter is not settled as 
above-mentioned, or if for a second or subsequent offence, a plea is 
taken and if the plea is “guilty” the penalty is imposed immediately. 
If the plea is “not guilty’’ the case is usually stood over for a further 
week at which time the evidence of all witnesses will be taken. Cases 
may not be unduly prolonged because the Code does not permit in sum- 
mary coriviction procedure of any adjournment for a greater period than 
eight days. Although there can be a succession of such adjournments 
this limitation acts as a deterrent to the dragging out of trials. 


In the case of adulteration the penalty is heavier should the adul- 
teration be found to be injurious and if adulteration is wilful the penalty 
is doubled. There is a right of appeal from the magistrate’s decision. 


27 Section 26, Food and Drugs Act. 
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Notwithstanding certain differences between the Canadian and 
the Federal legislation, some of which have been commented on, there 
is the fundamental uniformity of purpose between the two. This is 
evidenced moreover, by a spirit of close co-operation between the ad- 
ministrators of the statutes with the frequent exchange of information 
and ideas. This is important because of the alliance of the food and 
drug industry in the United States with the industry in Canada, which 
in many cases is a relationship rather than an alliance. A knowledge, 
therefore, of the comparable legislation is important and it is hoped that 
this article has helped to illustrate in a non-technical way some of the 
aspects of a little known and often misunderstood Act, the Food and 


Drugs Act. [The End] 
APPENDIX 


C.8 S.C. 1874: An Act To Impose License Duties on Compounders of Spirits, 
Amend the Act Respecting Inland Revenue, and To Prevent the Adulteration of Food, 
Drink and Drugs. 

C. 13S. C. 1877: An Act To Amend “An Act To Impose License Duties on Com- 
pounders of Spirits, To Amend the Act Respecting the Inland Revenue, and To Prevent 
the Adulteration of Food, Drink and Drugs.” 

C. 11S. C. 1878: An Act To Amend the Act Thirty-Seventh Victoria, Chapter 
Eight Intituled “An Act To Impose License Duties on Compounders of Spirits; To 
Amend the Act Respecting the Inland Revenue, and To Prevent the Adulteration of 
Food, Drink and Drugs.” 

C. 34 S. C. 1884: An Act To Amend and To Consolidate as Amended the Sev- 
eral Acts Respecting the Adulteration of Food and Drugs. 

C. 67 S. C. 1885: An Act Respecting the Adulteration of Food, Drugs and Agri- 
cultural Fertilizers. 

C. 41 S.C. 1886: An Act To Amend “The Adulteration Act.” 

C. 107 R. S.C. 1886: An Act Respecting the Adulteration of Food, Drugs and 
Agricultural Fertilizers. 

C. 24S. C. 1888: An Act to Amend “The Adulteration Act,” Chapter One Hun- 
dred and Seven of the Revised Statutes of Canada. 

C. 26S. C. 1890: An Act Further To Amend the Adulteration Act, Chapter One 
Hundred and Seven of the Revised Statutes. 

C. 12S. C. 1896: An Act To Amend the Act Respecting the Adulteration of Food, 
Drugs and Agricultural Fertilizers. 

C. 133 R. S.C. 1906: An Act Respecting the Adulteration of Food and Other 
Articles. 

C.4S.C. 1907: An Act To Amend the Adulteration Act. : 

C.4S.C. 1913: An Act To Amend the Adulteration Act. 

C.19S.C. 1914: An Act To Amend the Adulteration Act. 

C.9S.C. 1915: An Act To Amend the Adulteration Act. 

C. 27 S.C. 1920: An Act Respecting Food and Drugs. 

6R.S.C. 1927: An Act Respecting Food and Drugs. 
S.C. 1930: An Act To Amend the Food and Drugs Act. 
S. C. 1934: An Act To Amend the Food and Drugs Act. 
S.C. 1939: An Act To Amend the Food and Drugs Act. 
3 S.C. 1946: An Act To Amend the Food and Drugs Act. 
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Food Acceptance Program 
of the Council on Foodsjan 


American Medica 


James R. Wilson, M. D., Secretary of the Council 


policy, organization and acceptance procedures of the food ac- 
ceptance program of the Council on Foods and Nutrition of the 
American Medical Association. 


i HE OBJECT of this article is to describe ' the purpose, scope, 


Purpose 


The Council was created primarily for the purpose of preventing 
or discouraging false or misleading advertising claims in the promotion 
and merchandising of food products. The Council considers foods and 
food advertising in the light of established knowledge or of the best 
authoritative opinion concerning food and nutritional values, and ac- 
cording to rules adopted by the Council in the interest and for the 
protection of public health and public welfare. 


1 The material presented will be found in the following publications of the Council on 
Foods and Nutrition of the American Medical Association: Rules and Regulations of the 
Council on Foods and Nutrition; General Decisions on Foods and Food Advertising of 
the Council on Foods and Nutrition; Accepted Foods and Their Nutritional Significance ; 
and reports of the Council] that have appeared in the Journal of the American Medical 
Association. The author has assembled and arranged previously published opinions, 
decisions and rules of the Council using his own language only when necessary for 
editorial purposes. 
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sland Nutrition, 
ssoctation... 


Food manufacturers and advertising agencies early were alert to 
the widespread public interest in nutrition. Health claims appeared in 
the advertising of many food products; some of these claims were true, 
but many were inadequately supported by scientific evidence. Thus it 
seemed to the Board of Trustees of the American Medical Association 
that an authoritative body was needed to evaluate nutritional claims in 
the advertising of food products. In 1931, they authorized the creation 
of the Committee on Foods which, for the two years preceding, had 
been functioning as a subcommittee of the Council on Pharmacy and 
Chemistry. As time passed, the responsibilities of the Committee in- 
creased and in 1936, it became the Council on Foods—still later, the 
Council on Foods and Nutrition, a standing committee of the Board of 
Trustees of the American Medical Association. . 


The Council encourages the development of processed foods of 
greater nutritive merit. It encourages informative advertising and ac- 
curacy in labeling. The constructive work of the Council in these fields 
has been and is greatly facilitated by the voluntary cooperation of both 
food processors and advertising agencies and many other organizations 
with mutual interests. 
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Rapid advances in the science of nutrition have broadened the 
scope of the Council but have not altered its purpose. 


Scope 


The Council does not attempt to pass on all foods. The nutri- 
tional value of butter, eggs, fresh fruits, vegetables and certain other 
foods is well known and therefore such foods are not within the scope 
of the Council’s acceptance program. 


Since November, 1943, emphasis has been given to the considera- 
tion of special purpose foods, defined as those having therapeutic value 
or others promoted for the health, growth or development of special 
groups of the population, such as infants, convalescents or invalids. 
Most general purpose foods were discontinued from acceptance at this 
time. A few general purpose foods, such as vitamin D fortified milks, 
iodized salt and processed juices, remained within the range of the 
Council's program, and others may be added because of the need for 
education concerning their use. 


Nutritional claims in general, or educational food advertising, are 
examined on request regardless of whether the class of foods be either 
general or special purpose in type. Educational food advertising is a 
term often used to designate a type of informative advertising which 
deals with foods as a class, usually without reference to specific brands. 
Educational information on the nutritional or physiologic values of foods 
is examined by the Council, and when such material complies with the 
Rules, it may be declared accepted. 


When it seems indicated, reports on new types of foods, their 
nutritional merit, and their role in human nutrition, may be made regard- 
less of whether or not the food has been submitted. The dissemination 
of authoritative nutritional information to the medical profession, to allied 
scientific groups and indirectly to the public, also comes within the 
scope of the Council. 


Policy of Council 


An accepted food shall be proven of value for the purpose for 
which it is intended. It shall comply with requirements of composition 
and labeling formulated by the Council and with the provisions of the 
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Federal Food, Drug, and Cosmetic Act, for the food article. All claims 
made in advertising for an accepted food, whether the Seal be displayed 
or not, shall conform as needed with the established physical and chemi- 
cal composition of the food, its biologic or nutritional values, process of 
manufacture, sterility, freedom from pathogenic organisms, mode of 
preservation, keeping qualities, quality of excellence, source, raw material 
from which made, or other truthful description of the product. Accepted 
general or educational advertising for a specific class of food, but inde- 
pendent of specific commercial brands, shall fulfill similar requirements. 
Acceptance of commercial brands of foods shall signify that both the 
food article and all advertising, no matter where displayed, comply 
with requirements of the Council; rejection may be based on noncom- 
pliance either with respect to the food itself, to the advertising, or to both. 


A food and its advertising or general educational advertising for a 
class of foods independent of specific commercial brands, not complying 
with the requirements of the Council just outlined, will be rejected unless 
the manufacturer or sponsor is willing to make recommended changes 
in the advertising or in the composition of the food and agrees to main- 
tain the product and advertising in the future in harmony with these 
Rules and Regulations and the General Council Decisions. Compli- 
ance with Council requirements will make temporarily rejected foods 
or advertising eligible for acceptance. 


Organization of the Council 


The Council is now composed of eleven persons selected because 
of their knowledge of those branches of learning directly concerned with 
food composition, nutrition, and health. To assist the Council members 
and facilitate their work, a headquarters staff of technical assistants is 
maintained at the office of the American Medical Association. The 
members of the Council are not paid for their services; they contribute 
their time and information freely. The salaries of the full-time secretary 
and other members of the headquarters staff are paid from the general 
funds of the American Medical Association. There are no fees in 
connection with the consideration or acceptance of foods or food adver- 
tising. 

The work of the Council is carried on through consultation and 
correspondence and by the issuance of bi-weekly mimeographed reports 
to each Council member. 
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Annual meetings are held in Chicago. Summaries of the Council's 
opinions and decisions are published in the Journal of the American 
Medical Association. The experience and scientific integrity of the 
members of the Council make these reports authoritative in the field 
of foods and nutrition. 


The fact that the Council on Foods and Nutrition has contributed 
to the stature of the American Medical Association can be attributed 
largely to the quality, the integrity, the energy, and vision of those who 
have served as members. Their names are: Eugene DuBois, Morris 
Fishbein, Raymond Hertwig, Secretary, Lafayette B. Mendel, McKim 
Marriott, Henry C. Sherman, E. M. Bailey, Julius H. Hess, Grover 
Powers, Philip C. Jeans, Russell M. Wilder, Edwin O. Jordan, James 
S. McLester, Mary Swartz Rose, Joseph Brennemann, Lydia J. Roberts, 
Franklin C. Bing, Secretary, Howard B. Lewis, George R. Cowgill. 
Irvine McQuarrie, Culver S. Ladd, Tom D. Spies, C. A. Elvehjem, 
George K. Anderson, Secretary, John B. Youmans, Ashley A. Weech, 
James R. Wilson, Secretary. 


The names of the present members of the Council are: George R. 
Cowgill, C. A. Elvehjem, Morris Fishbein, Philip C. Jeans, Culver S. 
Ladd, Howard B. Lewis, James S. McLester, Chairman, Lydia J. Rob- 
erts, Russell M. Wilder, John B. Youmans, and James R. Wilson, 
Secretary. 


Acceptance Procedures 


In his opening remarks at the 1946 Council meeting, Chairman 
James S. McLester, former president of the American Medical Associa- 
tion, said: 


“In the same manner that the English, little by little, have constructed their Constitu- 
tion, so, gradually, we are perfecting our code of Rules and Regulations by making 
new rules from time to time and modifying old ones as circumstances demand.” 


Thus the earlier Rules and Regulations and Decisions have been ex- 


tended to better influence and evaluate the quality, labeling and adver- 
tising of foods. 


The topics to be discussed under the Council’s procedures of ac- 
ceptance will be the rules, the required information, the Council's use of 
required information and the significance of acceptance. 
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Basic Rules 


The Council on Foods and Nutrition has adopted certain rules 
pertaining to accepted products. In general these rules are similar to 
those followed by the Council on Pharmacy and Chemistry. The basic 
rules of the Council are as follows: 


1. Any food product submitted which comes within the scope of the Council is 
either declared accepted or, when the firm does not meet the Council's requirements, 
declared not acceptable. Notice of acceptance or nonacceptability is published in 
The Journal of the American Medical Association. The Council also may authorize 
publication of reports on food products even when they have not been submitted, if it is 
considered to be in the interest of the knowledge of nutrition. 


2. The name and composition of a product must not conflict with the regulations 
of the United States Food and Drug Administration. If a fanciful or brand name is 
used for a product, it must not be misleading, and a descriptive statement of all ingre- 
dients, indicated by the common name of each, must appear prominently on the main 
panel of the label, arranged in the order of their decreasing proportions. 


3. Labels of the food product must conform to the regulations of the United States 
Food and Drug Administration. 


4. Advertising must not contain claims that are unacceptable to the Council. 
Advertising is considered to include all material issued by the firm to promote sale of 
its products. It includes direct mailings to consumers and physicians, radio continuity 
and films as well as all other ordinary advertising. The Council on Foods is in com- 
plete agreement with the following expression of the Council of Pharmacy and Chem- 
istry: “In passing on advertising material, the Council endeavors to indicate the type 
of claims which are acceptable and the nature of objectionable statements. It is not a 
function of the Council to edit advertising copy word for word and sentence for sen- 
tence, but rather to indicate the general type of revision required in any given piece 
of advertising copy. The Council holds the firm responsible for compliance with the 
specifications of the Council's objections and expects the spirit and intent of such 
objections to be observed in the remainder of the copy not specifically criticized. Ad- 
vertising copy which has been accepted by the Council may be used in whole or in 
part in later advertising, provided that this does not exceed the scope, content and 
purpose of the original material, and provided that there have not been any develop- 
ments which would invalidate the original material.” 


5. No new claims shall be made in advertising until the claims have been sub- 
mitted to the Council and declared acceptable. 

6. The Council must be advised of any changes in composition of the product, in 
process of manufacture or of any other nature, made subsequent to announcement of 
acceptance. 

7. No food product or class of food products, or advertising therefore, will be 
accepted, or if accepted will be retained, if in the opinion of the Council such accept- 
ance is likely to be construed as an acceptance or approval of any other products or 
activities of a firm, when such other products or activities of such firms are in conflict 
with the policies of the American Medical Association as set forth in the rules of the 
Council on Foods and Nutrition or those of the Council on Pharmacy and Chemistry 
or of the Council on Physical Medicine. 
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8. The Seal may be used on the container label or in connection with any form 
of advertising effort or display related to the product, after official notification of 
acceptance by the Secretary of the Council. In all cases the Seal shall appear only 
on labels or advertising pieces which prominently identify the accepted article and 
the responsible manufacturer or distributor. 


Required Information 


The rules of the Council specify that certain information be pro- 
vided when a food product is proposed for Council consideration. The 
following is a summary of the requirements as outlined on pages 21-25 
of Rules and Regulations. 

1. Name of product, name of both manufacturer and distributor and information 
relative to the extent of area of sales and advertising. 
2. A complete list of ingredients and quantities thereof entering into the product. 


3. Detailed information on the culture, harvesting collection, delivery, storage, 
freshness, selection, ripeness, quality, freedom from contamination, and sanitation of 
the food itself. If the food is fabricated, specifications or definitions of all ingredients. 


4. Precise and detailed description of all steps of manufacture from the initial 
stages of the raw materials to the final packing operation or shipment from the factory. 


5. A report, signed by the person responsible for the work, of a complete chemi- 
cal analysis made by a reputable laboratory. This should include: data on moisture, 
ash or mineral matter, fat, protein, sugar, crude fiber and total carbohydrates (other 
than crude fiber), and other ingredients as indicated. 


6. Claims for vitamins and other specific nutrients must be confirmed either by 
references to authoritative studies in scientific literature or by direct biologic or 
chemical tests with market samples of the food product by a competent laboratory 
or analyst. 


7. The caloric or energy value. 


8. Claims for sterility must be supported by signed reports of microscopic and 
bacteriologic examination by a competent laboratory or bacteriologist. 


9. Conformity of the food product to terms and provisions of the Federal Food, 
Drug, and Cosmetic Act or federal food regulations must be assured. 


10. The manufacturer must agree that all advertising will be submitted to the 
Council for review before release. 


Council’s Use of Required Information 


The market sample of the food product is noted and its label and 
advertising carefully reviewed by each member of the Council. If the 
Council members are assured, after a study of all the evidence, that the 
food is wholesome and complies with requirements as to ingredients, 
composition and nutritional values prescribed by them or by the govern- 
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ment under federal food statutes and if the label and advertising are 
considered truthful and proper for the food, acceptance is granted for 
two years. At the end of each two years the product and its advertising 
are submitted to further review to determine whether acceptance can be 
extended. Firms are permitted to use new claims in their advertising 
provided such claims are first submitted to and accepted by the Council. 


A food product is not eligible for the list of accepted foods if the 
manufacturer or distributor is unwilling to disclose any facts regarding 
its preparation. A food product is not accepted if the submitted adver- 
tising used in its promotion contains unwarranted nutritional or health 
claims, even though the composition, method of manufacture and label- 
ing of the food product appear in other respects to conform to the 
requirements of the Council. 


If a food and its advertising do not comply with the requirements 
of the Council, the manufacturer or distributor is notified and allowed a 
reasonable time to make recommended.-changes in the advertising or in 
the composition of the food. If the manufacturer is unwilling to make 
these changes, notice of nonacceptability is published in The Journal 
of the American Medical Association. 


When rejected foods or advertising are made to comply with Coun- 
cil requirements they become eligible for reconsideration. Then if the 
manufacturer submits his product and it is found that advised changes 
have been made, the food product is accepted and notice of acceptance 
is published in The Journal of the American Medical Association. 


Significance of Acceptance 


The acceptance of a food is intended to signify that the food prod- 
uct is as represented and that its label and the nutritional claims made 
for it are consistent with established knowledge or the best authoritative 
opinion. The acceptance of general educational advertising is intended 
to signify that the information presented and the claims made are con- 
sistent with established knowledge or the best authoritative opinion. 
Acceptance is intended to signify further that the manufacturer, dis- 
tributor or sponsor has complied and has agreed to continue to comply 
with the Rules and Regulations and the General Decisions of the Council 
on Foods and Nutrition. 
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The Seal 


The Seal is not a recommendation, neither is it a certificate or 
guarantee of purity. The Seal does mean that the product on which 
it appears is produced by a manufacturer who has supplied all the 
information required by the Council and does not seem to be in violation 
of any Council rule. The Seal is, in a sense, a token which means that 
the product and its advertising are in harmony with the Rules, Regula- 
tions and General Decisions of the Council. 


The appearance of the Seal on fabricated foods does not indicate 
that such products are to be preferred over nutritionally desirable prod- 
ucts in their natural state. All foods which stand accepted are consid- 
ered by the Council to be wholesome but not necessarily to be preferred 
to simple natural foods. 


All food products accepted by the Council are entitled to display 
the Seal of Acceptance on the label and advertising. 
Rules Governing the Use of the Seal 


The Seal displayed on a label or advertisement featuring in any 
manner both accepted and unaccepted foods must be used or associated 
with the accepted products only in such manner that there can be no 


implication that the Seal applies to the unaccepted foods also. Neither 
the Seal nor any statement regarding acceptance may be used if there 
is any possibility of confusion or misinterpretation. 


The Seal shall appear without comment on its significance unless 
such comment has been previously approved by the Council. A state- 
ment proposed for such use follows: 

The Seal of Acceptance denotes that (product name) and nutritional claims made 
for it are acceptable to the Council on Foods and Nutrition of the American Medical 
Association. 

The’ Council will not, however, object to any statement which is 
wholly in accord with its own definition of the significance of the Seal 
provided such statement is approved by the Council before use. The 
Council will not approve any statement regarding the significance of 
the Seal, which, in its opinion, implies (a) that the American Medical 
Association rather than the Council on Foods and Nutrition has ac- 
cepted the product; (b) that the Council is responsible for standards of 
purity or wholesomeness of foods; (c) that the Seal is a certificate or 
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guarantee of purity; or (d) that the Seal denotes approval rather than 
acceptance of a product. The use of the phrase “recommended for” 
on labels or in advertising bearing the Seal of Acceptance cannot be 
permitted because it conveys the impression that the Council recom- 
mends a particular food, which is not true. Satisfactory substitutes for 
this phrase are ‘‘suitable for’ or “useful for” or “‘adapted to.” 


The Seal in advertising matter or display apart from the container 
label shall be proportioned to the dimensions of the advertisement so 
as to afford ready recognition and legibility under the conditions of 
use or display. The Seal on the usual size of package shall be not 
greater than one inch in height or diameter. Undue size giving greater 
prominence to the Seal than to other important features of the adver- 
tisement, or detracting from the dignity of the Seal in the opinion of 
the Council, will not be permitted. 


Whenever the foregoing rules are broken by the manufacturer or 
distributor, the Council may by vote revoke the privilege of displaying 
the Seal and publish an announcement in The Journal of the American 
Medical Association to that effect. 


Conclusion 


The Council endeavors to promote improvements in the quality 
of foods through the application of scientific knowledge to the problems 
of the food industry. It encourages accuracy of labeling and advertis- 
ing. It endeavors aiso to keep the profession informed of important 
advances in the field of foods and nutrition. It is deeply concerned 
with nutrition education for the medical student, for the practicing 
physician and for the public. 


One of the very encouraging aspects of the work of the Council is 
the splendid cooperation shown by the food industry and its willing- 
ness to conform to the principles formulated by the Council on Foods 
and Nutrition. It is the Council's hope that there be instituted a system 
of self-control by which the food industry will govern itself by applying 
established knowledge for the welfare of the public and the entire food 
trade. 


[The End] 
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HIStory 0 he 
PHARMACOPOEIA 


’ NHE FIRST Pharmacopoeia of the United States was published 
in 1820. This was the second national pharmacopoeia ever pub- 
lished, a national French pharmacopoeia having appeared in 1818. 

Many privately published pharmacopoeias, however, had been available 

for centuries. All of these private publications reflected the opinions of 

the authors and the medical knowledge of the period in which the books 
appeared. 


Among the oldest known written records of mankind is a collection 
of medical formulas used by the physicians of Egypt about 1500 B. C. 
and among the most precious traditions of medicine are the treatments 
recorded about 350 B. C. by the famous Greek physician, Hippocrates. 


Galen was both physician and apothecary and is said to have had 
his shop near the Forum in Rome about 150 A. D. His teachings and 
formulas, together with those of Hippocrates, practically dominated the 
medical practice of the world for over 1000 years. 


All of ancient and medieval history is replete with the records of 
medical achievements. For hundreds of years superstition, tradition, 
and mysticism were important factors in medical treatment and affected 
the contents of medicines as well as the processes employed in manufac- 
turing medicines. However, throughout this record runs an idealistic 
code of ethical conduct. The dominant objective animating the pro- 
fession has always been the relief of suffering humanity. This is im- 
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pressively expressed in the “Hippocratic Oath,’ which is still required 
of the graduates of many medical colleges, and in the “Prayer of Mai- 


monides,”” originating about 1200 A. D., which even more beautifully 
expresses the ideals of both medicine and pharmacy. It reads in part 
as follows: 


“Inspire me with true love for this my art 

And for thy creatures, 

O grant— 

That neither greed for gain, nor thirst for fame, nor vain ambition, 
May interfere with my activity. 

Grant energy unto both body and the soul 

That I might e’er unhindered ready be 

To mitigate the woes, 

Sustain and help 

The rich and poor, the good and bad, enemy and friend, 
O let me e’er behold in the afflicted and the suffering, 
Only the human being.” 


These ethical codes are the foundations upon which rest all success- 
ful medical practice and health programs of today. 


In the colonial days of the United States much of the medical 
influence was English. The current editions of the pharmacopoeias of 
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London and Edinburgh were largely used by both physicians and 
apothecaries. The first local pharmacopoeia was published by the 
Massachusetts Medical Society in 1808, and contained much original 
matter but is said to be based largely upon the pharmacopoeia issued 
by the Royal College of Physicians at Edinburgh (1783 edition). Prior 
to this, in 1778, a small formulary had been prepared by Dr. William 
Brown for use in the hospitals of the United States Army, but this was 
not adaptable to general medical practice. 


Development of Pharmacopoeia 


The idea of developing a United States Pharmacopoeia was evi- 
dently a matter of general interest among early American physicians, 
for as far back as 1787 a committee was appointed by the College of 
Physicians in Philadelphia to prepare such a book, but there is no record 
of their report. The records of the Medical Society of South Carolina, 
at Charleston, show that, as early as 1798, it took action anticipating 
the preparation of a book establishing an independent American Materia 


Medica. 


In 1798, Dr. Bartram, a professor of Materia Medica, and editor 
of a medical journal in Philadelphia, presented a paper suggesting 
certain native drugs which he believed should be included in our own 
pharmacopoeia, when such would be published. 


In 1816 the New York Hospital issued a pharmacopoeia for the use 
of its own institutions. 


It remained, however, for Dr. Lyman Spalding of New York to 
fuse this general interest into a successful movement which resulted in 
the United States Pharmacopoeia of 1820. On January 6, 1817, he 
presented to the New York County Medical Society a plan for estab- 
lishing a national pharmacopoeia. A committee was appointed and 
met in Dr. Spalding’s home, and on March 4, 1818, he personally 
mailed the committee’s proposals to many well-known medical men 
and organizations in America and abroad, asking for support and 
suggestions. 

By this plan medical societies and schools were invited to send 


delegates to sectional conventions to be held during 1819 in the ““North- 
ern” district (Boston), “Middle” district (Philadelphia), “Southern’’ 
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district (Columbia, South Carolina), and ‘“Western” district (Lexing- 
ton, Kentucky). 


The plan was generally approved and much interest shown, one 
letter from Sir Robert Percival of Dublin calling attention to the pharma- 
copoeia recently published in Paris (1818), which contained a great 
variety of formulas or prescriptions of eminent European physicians. 


Those attending district conventions were asked to prepare a draft 
of a pharmacopoeia expressing their ideas, and to appoint delegates to 
represent them at a national convention to be held on January 1, 1820, 
in the city of Washington. Sectional meetings were held in Boston and 
in Philadelphia, but none in the Western or Southern districts. Several 
delegates came to the Southern meeting, but not a sufficient number for 
a quorum. 


In both Boston and Philadelphia the delegates continued their 
meetings for about a week and prepared drafts of a pharmacopoeia to 
be presented to the Washington meeting. 


The Washington meeting opened on Saturday morning, January 1, 
1820, in the Senate Chamber of the Capitol. An interesting sidelight, 
recorded in the biography of Dr. Spalding, is revealed in the written 
instructions given him by a friend, Dr. Merrill, Congressman from 
New Hampshire, on the best way to travel from New York City to 
Washington. The detailed reply indicated the available stage coaches 
and overnight stops at Trenton and Baltimore, the trip requiring from 
49 to 50 hours. 


Only seven delegates were present on the first day, one each from 
New Haven, Connecticut, Philadelphia, Washington, and Delaware, 
and two from New York City, one of whom was Dr. Spalding. Five 
additional delegates appeared on the second day, two of them from 
Georgia. One of those from New York was Dr. Samuel Mitchell, 
who had been Dr. Spalding’s friend and close associate in the entire 
program, and who was elected president of the convention. Other 
delegates must have arrived later as they are recorded as participants 
in the meetings which continued for a week. During this time a rough 
draft of the Pharmacopoeia was completed. 


The convention, before adjournment, provided for a decennial 
meeting and revision of the Pharmacopoeia and appointed a committee 
of five, with Dr. Spalding as chairman, to publish the book. 
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The Pharmacopoeia appeared in December of 1820 and met with 
general favor, being highly commended and adopted by the Surgeon 
General of the Army. However, the Senior Surgeon of the Navy stated 
that he could “‘not give it unqualified approbation for the use of naval 
surgeons.” 


The book consisted of 272 pages and contained 217 titles in the 
Primary List, a number of which are still official products or formulas. 
The information, however, was very meager, consisting chiefly of the 
Latin and English titles and, in the case of vegetable drugs, the part 
of the plant official. The preparations were arranged in classes and 
occupied most of the text, which was printed in Latin and English on 
opposite pages. Manufacturing processes were given for numerous 
chemicals, such as zinc oxide and sodium phosphate, but no physical 
descriptions or tests were included. 


The most important contribution by the first L/nited States Pharma- 
copoeia, however, was the preface, which was believed to have been 
written by Dr. Spalding. Here are set forth principles and policies for 
the United States Pharmacopoeia which were so sound and basic that 
today, more than a century and a quarter later, they are acceptable as 
the foundation and express the ideals of the present Pharmacopoeia. 


Through an unfortunate set of circumstances two pharmacopoeial 
conventions were held in 1830, the regularly called convention in Wash- 
ington, D. C., and another in New York City. Both conventions author- 
ized and published pharmacopoeias. The misunderstandings were 
cleared by 1840, and only one convention was held that year. It took 
place in Washington. A single national pharmacopoeia has since served 
the United States in this specific division of medicine. 


The 1820 Pharmacopoeia had been prepared exclusively by physi- 
cians, but in 1830 the manuscript was referred for review to a committee 
of the Philadelphia College of Pharmacy, and ‘many valuable sugges- 
tions” from the College were acknowledged in the preface. 


Pharmacy colleges were invited to offer suggestions for the 1840 
revision and various helpful modifications were offered by the Colleges 
of Pharmacy in Boston and New York, and a committee of the Phila- 
delphia College of Pharmacy, after holding numerous meetings, 
submitted a “completely revised pharmacopoeia,’ which compelled a 
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reconsideration of the already prepared revision, and resulted in 
numerous alterations and a number of new features. 


Pharmaceutical assistance having proved so helpful, pharmacy col- 
leges were invited to send delegates to the 1850 convention. The Re- 
vision Committees from that time on have been composed of both 
physicians and pharmacists or other persons trained in related scientific 
subjects. 


The general appearance of the Linited States Pharmacopoeias of 
1860 and 1870 did not differ materially from the earlier Linited States 
Pharmacopoeias, but they did represent extensive studies of newer 
remedies and pharmaceutical processes, and notable advances in the 
technical methods were introduced. 


By 1880 most of the older group of workers who had been inter- 
ested in the Pharmacopoeia for thirty or forty years, and to whom great 
credit is due for establishing a nationally accepted standard for medi- 
cines, had passed from the picture and scientific developments and new 
practices in pharmacy demanded many changes in the Pharmacopoeia. 


By this time numerous chemical and other medicinal products were 
no longer made by many retail pharmacists but were being produced 
and sold by larger manufacturing organizations and the need for tests 
and assays to prove the identity, strength, and quality of these products 
was becoming apparent. Dr. E. R. Squibb, one of the new and excep- 
tionally able manufacturers of chemicals and pharmaceutical prepara- 
tions, was intensely interested in the Pharmacopoeia and assisted in the 
development of many tests. 

There had been considerable criticism of the 1870 Pharmacopoeia, 
the charge being made that it failed. to recognize new and improved 
pharmaceutical and chemical processes. The convention was therefore 
in a mood to insist upon the recognition of the latest scientific develop- 
ments in pharmacy, chemistry, and botany, and passed a series of gen- 
eral principles to be followed in the revision. 

Dr. Charles Rice, European trained, and the pharmacist at the 
Bellevue Hospital, New York, was elected chairman of the Revision 
Committee. For two years, prior to the United States Pharmacopoeial 
Convention, he had been chairman of a committee of the American 
Pharmaceutical Association, which had intensively studied pharmaco- 
poeial problems and the revision had the benefit of these studies and 
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Dr. Rice’s experience, thorough scientific training, and exceptional 
ability. 


The new 1880 revision revolutionized the style of pharmacopoeias, 
with its emphasis upon standards and tests, and it established a model 
for future books of this type. In 1882 Dr. Rice also started an annual 
publication of a Digest of Criticisms of the Pharmacopoeia, containing 
abstracts of literature dealing with pharmacopoeial subjects. This aid 
to the revision has been continued, in various forms, throughout the 
years, and appears today, financed in part by the Pharmacopoeia, in the 
“Pharmaceutical Abstracts” published monthly in the ‘Scientific Edi- 
tion” of the Journal of the American Pharmaceutical Association. 


Dr. Rice was continued as chairman for the 1890 Pharmacopoeia, 
and was reelected in 1900, but died early in 1901. He was succeeded 
by Professor Joseph P. Remington, who had been very active in revi- 
sion work and vice-chairman of the Revision Committee from 1880. 
The policies adopted in 1880 were continued in the revisions of 1890 
and 1900; but in 1906 the first Federal Food and Drugs Act was passed, 
and in this the Congress of the United States recognized Pharmacopoeia 
standards for the first time, and directed their enforcement by officials 
of the government. 


This, once more, marked a revolutionary period for the Pharmaco- 
poeia. The drug act having been passed approximately a year after 
the appearance of the new 1900 Pharmacopoeia it was found that nu- 
merous standards, especially those for assayable vegetable drugs, were 
fixed at a higher level than existed in the average drug and it was neces- 
sary to make many adjustments, by supplement, to bring the Pharma- 
copoeial requirements into agreement with enforceable standards. 


An important advance in international uniformity was accomplished 
during the 1900 revision period. An International Conference for the 
Unification of the Formulas of Potent Remedies was held in Brussels 
in 1902, made up of delegates from many countries, including the United 
States. Practically all of the recommendations of that conference were 
adopted in the United States Pharmacopoeia issued in 1905 and later 
by most pharmacopoeias of the world. 


During this same period notable advances were being made in 
medical standards. Under the inspirational leadership of such men as 
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Dr. Osler, a group of younger men were promoting an intensified pro- 
gram for more scientific and more reliable medical practice. This move- 
ment resulted in the organization of the Council on Pharmacy and 
Chemistry of the American Medical Association. This body proposed 
a study of the many newer synthetic remedies which were coming into 
American medicines. These were frequently patented and trade-marked, 
and often were introduced with exaggerated claims. The Council fur- 
ther proposed the recognition in a new American Medical Association 
publication, under the title New and Nonofficial Remedies, of products of 
this type which met the rigid requirements of the Council for accuracy 
of therapeutic claims and for efficiency in medical practice. 


A number of representatives of this medical group became actively 
interested in the Pharmacopoeia about 1910 and some of them were 
elected to the Revision Committee and materially aided in perfecting 
the basic scope policy established in 1820, namely, that the United 
States Pharmacopoeia should recognize primarily those products which 
medical authorities believed to be the most efficient therapeutic agents 
known, and the preparations of these whereby they may be most effi- 
ciently administered. 


Increasingly, for each revision, this policy for the control of the 
scope of the Pharmacopoeia has been emphasized, and today in 1946 
an elaborate program is being perfected to obtain the advice and opinions 
of specialists in every division of medicine, surgery, and dentistry, to 
decide the contents of the next Linited States Pharmacopoeia and to 
assure its recognition of the medicines and other therapeutic and surgical 
aids most widely approved throughout the medical world. 


Chairman Remington died in 1918, and Professor E. Fullerton 
Cook, who had been Chairman Remington's personal assistant on the 
revision from 1901, was elected the new chairman when the Committee 
of Revision reorganized immediately after the 1920 convention. Chair- 
man Cook was reelected in 1930 and 1940 and has directed the tenth, 
eleventh, twelfth and thirteenth revisions of the LInited States Pharma- 


copoeia. 
During this period the Pharmacopoeia has constantly emphasized 
its basic policies for scope and has advanced its status as an authority 


in drug standardization. It has received full acceptance by the enforce- 
ment officials of the government, by the Army, Navy, and Public Health 
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Services, by national professional groups in medicine and pharmacy, by 
the manufacturers of chemicals and pharmaceuticals, and by the pharma- 
cists of the country, whether in hospitals or general practice. 


With the development of more scientific and complex methods of 
control the Pharmacopoeia Committee of Revision has found it necessary 
to enlist the assistance of all who are interested in drug standards and 
has found it possible to obtain extensive voluntary cooperation. 


In developing standardization methods for many modern products 
it has been necessary to organize advisory groups or “Steering Com- 
mittees” of special experts. These cover such fields as anti-anemia 
products, antibiotics, the endocrines, preparations for injection, surgical 
aids, such as sutures, gauze, etc., and other sterile products, blood sub- 
stitutes, preparations of amino acids, insulin injections, digitalis and other 
biologically-controlled products, biologicals, dermatologic preparations, 
reagents and test solutions, and many other items. 


Increasingly the Pharmacopoeia revision program is featuring open 
United States Pharmacopoeia conferences, to which are invited all who 
are interested in the specific subject or group of monographs under 
review. These conferences are being widely attended and offer an 
open forum for independent research workers on the subjects, for en- 
forcement officials of the government, and the representatives of indus- 
try to meet, present research developments, and to discuss possible 
standards. The members of the United States Pharmacopoeia Com- 
mittee of Revision remain, however, the responsible, legal and judicial 
body which makes the final decisions. 


With the development of more complex methods of control it has 
been found necessary to provide a number of “reference standards” 
which serve as a basis of comparison for manufacturers and for those 
who enforce official standards. 


A number of such reference standards for use in biological assay 
methods had been prepared and internationally distributed under the 
auspices of the League of Nations. These international standards, so 
far as available, form the basis for Ul. S. P. Reference Standards, but 
many others have been added to meet the need of recent years. 


These U. S. P. Reference Standards are under the control of a 
special Pharmacopoeia Committee, but in their development and test- 
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ing, to assure their reliability, numerous groups participate, including 
United States and Canadian Government officials, experts associated 
with universities and colleges, and experienced workers in industrial 
laboratories. 


U.S. P. Reference Standards are now widely distributed in this 
country, in Canada (there as the “Canadian Standards’), and in at 
least 15 other countries. 


Organization of the Committee of Revision 


The Committee of Revision has always been elected at the decennial 
conventions. Until 1900 the number of members had never exceeded 15, 
to which was added the president of the convention as an active member, 
but ex-officio. In 1900 the number of members was increased to 25 and 
in 1920 to 50. During the 1920 convention, there was an informal 
agreement that the Committee of Revision would include 17 physicians 
and 33 pharmacists or technical experts. These with the president, 
ex-officio, who has always been a physician, made up the 51 members 
of the Committee. 


It was also agreed in 1920 that the medical members of the Com- 
mittee would be given full responsibility for selecting the therapeutically- 
active products and preparations to become official. Five of the 
pharmacy members served as consultants and indicated the official sub- 
stances required in manufacturing which are usually spoken of as 
“pharmaceutic necessities.” 


The Committee has always elected its own chairman from its mem- 
bership, and the chairman's residence has been the central L/nited States 
Pharmacopoeia office. 


Reorganization of the Committee of Revision in 1950 


At the adjourned meeting of the Pharmacopoeial Convention in 
1942, revised by-laws were adopted, which increased the number of 
members of the Revision Committee to 60, 20 of whom are to be physi- 
cians. The number of subcommittees was reduced to ten by concen- 
trating the chemical groups under one chairman and similarly combining 
the pharmaceutical subcommittees. 


In the new program a nominating committee, at least a year before 
the convention, will decide upon the type of technical experts required 
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in each field of Pharmacopoeia activity and invite the organizations 
sending delegates to the convention, to submit the names of highly 
skilled persons to fill specific positions on the Revision Committee. The 
nominating committee will place 120 names before the convention, two 
for each place to be filled, and, after the convention has had the oppor- 
tunity to nominate from the floor, if members so desire, the vote will be 
by a secret, printed ballot. 


An important feature of the new plan is the selection by the Board 
of Trustees of a ‘Director of Revision,” the name of the Director to be 
announced at the opening of the 1950 convention. 


The Pharmacopoeia in Spanish 


It became apparent, soon after Puerto Rico and the Philippines 
became affiliated with the United States, that the Linited States Phar- 
macopoeia should have a Spanish edition. This was especially encour- 
aged by the pharmacists of Cuba, and in 1908 the Board of Trustees 
issued the first LInited States Pharmacopoeia in Spanish, the eighth 
edition of the United States Pharmacopoeia. Dr. Jose Guillermo Diaz 
of Havana was one of the most active supporters of this program and 
the first translator. 


The Pan-American Sanitary Bureau at Washington became greatly 
interested in this project and undertook the translation of the eleventh 
edition of the United States Pharmacopoeia, and has continued to 
render this important service for the Pharmacopoeia Trustees ever since. 
Not only is the Spanish edition of the Linited States Pharmacopoeia 
official in Puerto Rico, the Philippines, and Cuba, but it has been adopted 
also in Costa Rica, the Dominican Republic, Nicaragua, Panama, and 


Uruguay. 
International Pharmacopoeial Standards 


The United States Pharmacopoeial Committee has also participated 
in the work of the Pharmacopoeial Commission of the League of Nations 
and there is reason to believe that in the continuation of this program 
by the Health Organization of the United Nations, international uni- 
formity will be achieved in titles, strengths, purity, and in standardiza- 
tion methods throughout the world. 
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Advantages and Services of the Pharmacopoeia 


Some of the advantages and services of the Pharmacopoeia may be 
summarized as follows: 


The Pharmacopoeia is a therapeutic guide to the medical profession. 
Its continuous review of the developments in medical and surgical prac- 
tice and its critical and unbiased evaluation of everything which is new 
in medicine, with its prompt recognition and standardization of those 
products which receive the approval of its authoritative medical and 
surgical associates, makes it an important aid to teachers of therapeutics 
in medical schools, and it is the chief basis for authors of text books on 
therapeutics and pharmacy, as well as the backbone of medical practice 
in hospitals and all welfare medical centres. 


It also provides an uncontrolled and universally available name or 
title for all products and preparations in the Linited States Pharmaco- 
poeia, a name by which they may be prescribed, bought and sold. 


The United States Pharmacopoeia establishes reliable standards for 
the quality, purity, and strength of all recognized items, and these stand- 
ards are enforced by the government under the authority of the Federal 
Food, Drug, and Cosmetic Act, and by many similar state and city 


laws. 


The establishment of a common name and uniform standards re- 
sults in many advantages which are widely shared. 


For the physician—When a physician prescribes United States 
Pharmacopoeia medicines he has the assurance that they are widely 
approved by the current medical profession, that they will be uniform 
in strength, of a proper degree of purity, and reasonably priced. Lnited 
States Pharmacopoeia products (unless they be among the small list of 
substances still controlled by United States patents), are competitive, 
and consequently their market prices reflect the laws of competition. 


For the pharmacist—The pharmacist in buying or selling a United 
States Pharmacopoeia product has all of the advantages listed above 
for the physician. If the medicinal products he buys were not of a 
quality established by either the LWnited States Pharmacopoeia or the 
National Formulary, which is a book of standards for items not accepted 
by the Pharmacopoeia, but which is also recognized under the Food, 
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Drug, and Cosmetic Act, the pharmacist would have to specify, on every 
order, the details covering the strength and quality of the drug he 
wanted. No two orders from different persons would be the same. and 
chaos would reign in all purchasing and prices. There would be no 
basis for competition, and price cutting and poor quality would doubtless 
appear immediately 


For the proprietary medicine manufacturers—Those who buy hun- 
dreds of medicinal substances, such as aldes, rhubarb, quinine sulfate, 
salicylic acid, etc., for inclusion in proprietary medicines, would experi- 
ence the same difficulties as pharmacists if there were no Pharmacopoeia, 
and they would be compelled to indicate the quality and strength they 
required for each product. They are now benefited in the same manner 
as regular pharmacists. 


Meaning of “U.S. P.” 


Few laymen are familiar with the term Pharmacopoeia, but almost 
everyone sees the letters “U. S. P.”’ on the labels of commonly used 
drugs, such as Epsom Salt, Milk of Magnesia, Iodine Tincture, Zinc 
Ointment, etc. Whenever these letters appear on a medicine they give 
confidence to the buying public and to the physician, for they mean a 
reliable and uniform product. 


Voluntary Help and Finances of the Pharmacopoeia 


Most of the professional and scientific help given the Pharmaco- 
poeia is voluntary. Only the Revision Committee Chairman, his assist- 
ant, the clerical force of the central office, and the laboratory assistants 
to the chairmen of two chemical subcommittees receive salaries. 


The entire income of the 1820 Pharmacopoeia, derived from the 
sale of the copyright, was $1,600.00, and the expenses were $1,380.63. 
This included a share of the cost of the convention and the traveling 
and hotel expenses of the Publication Committee. 


The entire receipts during the 1890-1900 decade were $41.772.30, 
of which $39,621.40 was from the sale of the 1890 Pharmacopoeia. A 
balance of $11,846.12 was turned over to the newly organized Board of 
Trustees at the 1900 convention. 


These assets, however, were not sufficient to carry the expenses 
of the eighth revision, which appeared in 1905, and a member of the 
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Board of Trustees advanced enough cash to pay for clerical help and 
to buy the necessary supplies for the chairman's office which itself car- 
ried no rental or other costs of up-keep, as it was located in the chair- 
man’s home. 


With the passage of the Food and Drugs Act in 1906, giving legal 
force to the standards of the Pharmacopoeia, its sale and proportional 
income were greatly increased. 


The United States Pharmacopoeia has never received direct gov- 
ernmental or other appropriations or subsidies. Its major income has 
always been from the sale of the book and from interest on invested 
funds. Recently the sale of LU. S. P. Reference Standards has provided 
additional income, although this is more than expended in the cost of 
this added service. 


At the 1940 United States Pharmacopoeial Convention the Trus- 
tees reported an income during the 1930-1940 period of $302,925.80, 
with expenditures of $81,450.81 for publication, $27,702.21 for admin- 
istration, and $188,489.96 for revision. The net worth of the convention 
in April of 1940 was $115,176.35, mostly in invested funds. 


It was also reported at the 1940 convention that by a conservative 
estimate the cost of the research assistance contributed by associated 
experts in universities, colleges, and private institutions, also by the 
scientific staffs of industrial organizations, was well in excess of 
$500,000.00. This did not include the cost to the governmental depart- 
ments for their active cooperation in many Pharmacopoeia problems 
or the inestimable value of the services rendered without charge by the 
50 members of the Committee of Revision, or the loyal and voluntary 
group serving on the Board of Trustees and responsible for the publica- 
tion of the book and for solving legal and financial problems. 


[The End] 
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LEGISLATIVE) 
the Federal Food, Drug, an 


Vincent A. Kleinfeld * 


Member of the New York Bar, Trade and 
Consumers Unit, Administrative Regulations Section, 
Criminal Division, Department of Justice 


T IS a common misconception that only recently have efforts been 
made to meet the difficulties inherent in the sale of foods and drugs. 
Both ancient and medieval civilizations attempted to approach the 

problem.’ But, although a study of food and drug control in ancient 
days would be an interesting one, it is not believed that such an exam- 
ination falls properly within the purview of this work. 


1 Early Greece and Rome had wine inspectors to guard against adulteration. Sanitary 
regulations concerning food are found among the teachings of Moses and in the Rab- 
binical laws. In the reign of Edward the Confessor, it is related that a brewer who 
had adulterated his product was drawn about the town in a cart in which the refuse of 
the town had been collected. And during the time of William the Conquerer, brewers 
were heavily fined for such offense and were likewise drawn around in carts to receive 
the jibes and execrations of an outraged citizenry. During the eleventh century, regula- 
tions were enforced in several European cities forbidding the adulteration of wine and 
beer. In 1202, the ‘‘Assize of Bread’’ was passed in England; and in 1266 a statute 
was enacted forbidding the sale of unwholesome wine and meat. In 1215, the Magna 
Charta provided that ‘‘There shall be one measure of wine throughout all our kingdom, 
and one measure of ale, and one measure of corn * * *. Also it shall be the same 
with weights as with measures.’’ In the same century, laws attempting to protect the 
public with respect to food were passed in France and Germany. In the fourteenth 
century, numerous incidents are recorded of punishment by pillory for the short weight- 
ing of foods and for selling adulterated bread and beer, and putrid meat. In 1382, 
the Provost of Paris declared it illegal for millers to employ cheaper cereals for admix- 
ture with their flour; and fourteen years later the artificia] coloring of butter was 
forbidden. In 1482, a wine falsifier of Germany was forced to drink six quarts of his 
own vintage, from the effects of which he died. (See ‘“‘The Development of Pure Food 
Legislation’’: W. D. Bigelow, Science, April 15, 1898; Stephen Wilson, ‘‘Food and 
Drug Regulation,’’ American Council on Public Affairs (1942); Hearings Before a Sub- 
committee of the Committee on Interstate and Foreign Commerce, House of Representa- 
tives, Seventy-Fourth Congress, First Session, on H. R. 6906, H. R. 8805, H. R. 8941 and 
S. 5 (p. 725); Carl L. Alsberg, ‘“‘Food and Drug Regulation’’, Vol. VI, Encyclopaedia 
of the Social Sciences; Wynter Blyth and Henry Edward Cox, “‘Foods: Their Composi- 
tion and Analysis’ (7th Ed.); Frederick A. Filby, “A History of Food Adulteration and 
Analysis’’.) 
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A general history of food and drug legislation in the United States,” 
particularly of the Food and Drugs Act of 1906 (34 Stat. 768), would 
be somewhat helpful in determining the meaning of various provisions 
of the Federal Food, Drug, and Cosmetic Act of 1938, but limitation ot 
space does not permit its exploration. The treatment of the legislative 
history of the latter statute has been somewhat exhaustive, however, and 
purposely so, for this study has not been undertaken merely to present 
an historical picture, but rather to trace the course of the statute so that 
its more significant provisions may be better understood in the light of 
what occurred in Congress and at the various hearings. Without such 
background, it is often difficult to interpret the Act intelligently. 


From its enactment in 1906 until its repeal by the Act of 1938, the 
Food and Drugs Act of 1906 was amended in only six significant in- 
stances. The first amendment was occasioned by a not readily explain- 
able decision of the Supreme Court.* The Court held that the definition 
contained in Section 8 of the 1906 Act, that the term misbranded ‘‘shall 
apply to all drugs, or articles of food * * * the package or label 








2 It is interesting to note that as far back as 1848 Congress passed ‘‘An Act to prevent 
the Importation of adulterated and spurious Drugs and Medicines’’ (9 Stat. 237). 
Further attempts to enact more comprehensive legislation were made in the ensuing 
years. Thus, on January 20, 1879, Congressman Wright introduced a bill (H. R. No. 
5916) “for preventing the adulteration of articles of food and drink’’ (8 Cong. Rec. 575), 
and on May 23, 1879, Congressman Beale introduced a bill (H. R. No. 2014) ‘‘to provide 
for the welfare of the people in preventing the adulteration of articles of food and 
drink’’ (9 Cong. Rec, 1552). 

* United States v. Johnson, 221 U.S. 488 (1911). 
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of which shall bear any statement, design, or device regarding such 
article, or the ingredients or substances contained therein which shall 
be false or misleading in any particular * * *,” did not encompass 
false or misleading statements as to the curative effect of a drug. The 
result was the passage in the following year of the “Sherley Amend- 
ment,” 37 Stat. 416, which provided that a drug should be deemed to be 
misbranded “If its package or label shall bear or contain any statement, 
design, or device regarding the curative or therapeutic effect of such 
article or any of the ingredients or substances contained therein, which 
is false and fraudulent.” 


In 1913, the “Gould” or “Net Weight’ amendment, 37 Stat. 732, 
changed the existing law by requiring that the quantity of the contents 
of a packaged food be plainly and conspicuously marked on the outside 
of the package in terms of weight, measure, or numerical count. There- 
tofore, the statute had declared merely (Section 8) that a food would 
be deemed to be misbranded if the contents of the package were erro- 
neously stated in terms of weight or measure on the outside of the pack- 
age. In 1919, after an opinion of the Solicitor of the Department of 
Agriculture that ‘package,’ as used in Section 8 of the statute, did not 
include meats wrapped in paper and sold by manufacturers in that 
form, the “Kenyon Amendment,” 41 Stat. 234, 271, provided that the 
word “‘shall include and shall be construed to include wrapped meats 
inclosed in papers or other materials as prepared by the manufacturers 
thereof for sale.” 


In 1923, at the behest of the dairy industry, Congress adopted the 
somewhat unusual device of itself defining and standardizing a food— 
butter, for the purposes of the Food and Drugs Act (42 Stat. 1500). 
And in 1930, after sponsorship by the canned food industry,* the 
““McNary-Mapes Amendment,” 46 Stat. 1019, authorized the Secretary 
of Agriculture to establish a standard of quality, condition, and fill of 
container for each class of canned foods, and to prescribe the form of 
statement to appear on each package of canned food falling below the 
standard. The so-called “Sea Food” or “Shrimp Inspection’’ amend- 
ment of 1934 and 1935, 48 Stat. 1204, as amended by 49 Stat. 871, was 
also industry-sponsored. It authorized the Secretary of Agriculture, 
upon the application of any packer of sea food, to designate inspectors 


4See Hearings Before the Committee on Agriculture, House of Representatives, 
Seventieth Congress, Second Session, on H. R. 16031 * * * H. R. 15218, pp. 88-98. 
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to examine and inspect such food and its production, packing, and label- 
ing. The statute further provided that if on such examination and 
inspection compliance was found with the provisions of the statute and 
regulations of the Secretary, “the applicant shall be authorized or 
required to mark the food as provided by regulation to show such 
compliance.” 


These six haphazard amendments did not alleviate the serious 
shortcomings, particularly under modern conditions, of the Food and 
Drugs Act of 1906. Thus, in the Report of the Chief of the Food and 
Drug Administration, 1933, the following statement from the Report of 
the Chemist, 1917, was quoted: 


“While the accomplishments of the Food and Drugs Act have been considerable, 
it must be admitted that it has its serious limitations. Especially conspicuous ones are 
the lack of legal standards for foods, of authority to inspect warehouses, and of any 
restriction whatever upon the use of many of the most virulent poisons in drugs; the 
limitations placed upon the term ‘drug’ by definition which render it difficult to control 
injurious cosmetics, fraudulent mechanical devices used for therapeutic purposes, as 
well as fraudulent remedies for obesity and leanness; the limitation of dangerous adul- 
terants to those that are added so that the interstate shipment of a food that naturally 
contains a virulent poison is unrestricted. Furthermore, the law fails to take cognizance 
of fraudulent statements covering foods or drugs which are not in or upon the food or 
drug package.” ® 


¢ It was contemplated at first by the Food and Drug Administration 
that further amendments to the existing statute would suffice to remedy 
its failings, but it became clear that those provisions which experience 
had shown were essential if a modern and workable law was to be created 
could not be obtained by means of amendments, and that a completely 
new act was necessary. This was explained as follows by the Chief 
of the Food and Drug Administration, in testifying at the Hearings 
Before the Committee on Commerce, United States Senate, Seventy- 


Third Congress, Second Session, on S. 2800 (p. 568) :° 


“Senator, we are anxious to amend the existing law. We undertook to do that 
when we first began to work, but the very nature of the text of the existing law made 
it from a drafting standpoint, almost an utter impossibility to effect the modifications 
that we are seeking to effect here, and have at the same time language that would be 
conclusive and that would not be confusing. So we finally, after a considerable period 
of work in-preparing merely amendments to the existing law, gave that up as an utterly 
impossible task. You see, that law has been amended from time to time.” 


5 See, also, Hearings Before a Subcommittee of the Committee on Interstate and 
Foreign Commerce, House of Representatives, Seventy-Fourth Congress, First Session, 
on H. R. 6906, H. R. 8805, H. R. 8941 and S. 5 (pp. 54-55). 

* Note, also, Reports of the Chief of the Food and Drug Administration, 1931, 1934. 
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When Rexford Guy Tugwell became Assistant Secretary of Agri- 
culture in 1933, he ascertained from Walter G. Campbell, then Chief 
of the Food and Drug Administration, that there were serious weak- 
nesses in the existing law. The flaws in the Food and Drugs Act of 
1906 had been highlighted by “Your Money's Worth,”’ by Chase and 
Schlink, and “100,000,000 Guinea Pigs,” by Kallet and Schlink, with 
which Mr. Tugwell was undoubtedly familiar. He obtained authoriza- 
tion from the late President Roosevelt to undertake a revision of the 
statute. Under Mr. Tugwell’s general sponsorship, a new bill was 
drawn by members of the Food and Drug Administration and of the 
Office of the Solicitor of the Department of Agriculture, assisted by 
several experts on administrative law. 


S. 1944, Seventy-Third Congress, First and Second Sessions 


The bill was first presented to the Chairmen of the House and 
Senate Committees on Agriculture. When they indicated that they 
were unable to consider it, the bill was submitted to Senator Copeland 
of New York,’ then a member and subsequently Chairman of the Com- 
mittee on Commerce of the Senate. He introduced it towards the end 
of the First Session of the Seventy-Third Congress, where it was given 


™ David F. Cavers, one of the consultants who aided in drafting the bill, sub8e- 
quently wrote of Senator Copeland as follows, in ‘‘The Food, Drug, and Cosmetic Act 
of 1938: Its Legislative History and Its Substantive Provisions,’’ Law and Contemporary 
Problems, published by the Duke University School of Law (1939), Vol. VI, p. 10: 

“Perhaps a more successful protagonist for the measure could have been found. 
Throughout his legislative career, Senator Copeland had sought chiefly to conciliate 
rather than to override opposition, a technique which, of course, compels compromise. 
Moreover, he did not enjoy the political favor of President Roosevelt. But it is by no 
means certain to me that these factors were wholly detrimental. Unless the Adminis- 
tration had been willing to give the measure a place on its early ‘must’ lists, an intransi- 
gent attitude might have led to the final defeat of the bill or the enactment of one 
of the many inadequate substitutes which were introduced. Senator Copeland's known 
conservatism served to offset in some degree the antipathy displayed in Congress to Mr. 
Tugwell, an antipathy cultivated by the opposition as one of its principal assets.’ 

With respect to certain consumers’ attacks on the Senator, Mr, Cavers declared 
(pp. 9-10): 

“The representative of Consumers’ Research prefaced an attack on the bill for its 
inadequacy by insisting that Senator Copeland was disqualified to sit as Chairman and 
should be removed. 

“This charge, repeated at a subsequent hearing and given considerable publicity, re- 
quires consideration here. It was based on the fact that Senator Copeland was giving 
brief health talks on radio programs advertising Fleischmann’s yeast, a product which Mr. 
Kallet declared would be adversely affected by the advertising provisions of the pend- 
ing bill. On the question of principle raised by this conflict of interest opinion will 
differ, but that Senator Copeland sought to sabotage the measure which he sponsored 
neither I nor those with whom I was associated in work on the bill believe. Had he 
desired to ‘sell out’ the public, this end could easily have been achieved. Instead, he 
worked assiduously to obtain as good a law as he believed he could possibly secure. 
There is no doubt but that this effort shortened his life. He died of a condition rendered 
acute by overwork just four days after the enactment of the law."’ 
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the number S. 1944 and referred to the Committee on Commerce. 
Senator Copeland was not over-familiar with the provisions of the bill, 
and subsequently admitted that he had never read it thoroughly.* At 
the hearings,® held during the second session of the Seventy-Third 
Congress, Henry A. Wallace, then Secretary of Agriculture,’® set forth 
the main objectives of S. 1944 as follows (p. 12): 


“The Department has not submitted to you an idealistic measure. On the con- 
trary, we are convinced that we have presented for consideration a thoroughly practi- 
cal, enforceable measure that is essential if we are to be expected to afford real con- 
sumer protection. The bill has been drawn, I understand, in such a way as to preserve 
to the greatest extent possible the language of the present statute and the effect of 
appellate decisions made during the past quarter of a century. In addition to preserving 
the worthy features of the present law, the bill proposes a number of changes in 
enforcement powers and policies, including these: 

“Cosmetics are brought within the scope of the statute; 

“Mechanical devices, offered for curative purposes, and devices and preparations 
claimed to bring about changes in the structure of the body are included within the 
purview of the bill; 

“False advertising of foods, drugs, and cosmetics is prohibited; 

“Definitely informative labeling is required; 

“A drug which is, or may be, dangerous to health under the conditions of use 
prescribed in its labeling is classed as adulterated; 

“The promulgation of definitions and standards for foods, which will have the 
force and effect of law, subject, of course, to court review, is prescribed; 

“The prohibition of added poisons in foods or the establishment of safe tolerances 
therefor is provided for; 

“The operation of factories under Federal permit is prescribed where protection 
of the public health cannot otherwise be effected; 

“More effective methods for the control of false labeling and advertising of drug 
products are provided; and 

“More severe penalties, as well as injunctions in the case of repeated offenses, are 
prescribed. 

“I think it is generally understood that this bill is intended primarily to protect 
consumers. At the same time it should operate in the interest of all honest manufac- 
turers.” 

At the same hearings (pp. 13-46, 58-82) Mr. Campbell pointed 
out two further significant changes which S. 1944 made in the existing 
statute. He called attention to the fact that the bill did not contain 
the substance of that portion of Section 8 of the Food and Drugs Act 


of 1906 which declared that no article of food should be deemed to be 


879 Cong. Rec. 5024 (1935). 

® Hearings Before a Subcommittee of the Committee on Commerce, United States 
Senate, Seventy-Third Congress, Second Session, on S. 1944. 

%” The Food and Drug Administration and the functions of the Secretary of Agri- 
culture relating thereto were transferred to the Federal Security Agency, to be adminis- 
tered under the direction and supervision of the Federal Security Administrator, by 
Reorganization Plan No. IV, which became effective June 30, 1940, 5 U. S, C. 133t. 
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adulterated or misbranded if it did not contain an added poisonous or 
deleterious ingredient and was (1) a mixture or compound sold under 
its own distinctive name, and not an imitation of or offered for sale 
under the distinctive name of another article, or (2) an article labeled 
or branded as a “compound,” “imitation,” or “blend.” He also ad- 
verted to Section 8(a)(1) of S. 1944, which declared that a drug 
would be deemed to be misbranded if its labeling bore the name of any 
disease for which the drug was not a specific cure but was merely a 
palliative, and failed to bear in juxtaposition with the name, and in 
letters of the same size and prominence, a statement that the drug 
was not a cure for the disease. Mr. Campbell explained ‘‘that this 
particular paragraph, perhaps with the one relating to advertising, has 
been responsible for most of the widespread protests against this bill. 
It has developed the most bitter expressions of opposition. It is the 
opposition of those manufacturers who for years have made a rich living 
by preying upon the deluded public, whom they have deceived and 
defrauded from time immemorial. * * *" 

Mr. Campbell pointed out the difference between the definitions 
of “label” and “labeling” as follows: 


“At the present time the law has control over those statements that are attached 
to or that accompany the package in the form of circulars. For purposes of the subse- 
quent requirements of this bill these have been divided into two classes; first, ‘label’ 
meaning the principal label or labels upon the immediate container of any food, drug, 
or cosmetic, and upon the outside container or wrapper, if any there be, of the retail 
package of any food, drug, or cosmetic. Then the term ‘labeling’ is defined so as to 
include not only the label but all circulars and material and placards for display pur- 
poses and the like that may in any form whatever accompany the article of food, drug, 


or cosmetics. * * * 


Mr. Campbell also directed attention to those provisions of the bill 
which sought to control the false advertising of foods, drugs, and 
cosmetics, and had thereby aroused the most vociferous opposition. 


He stated, in part: 


“I do not know of any question that has raised such a storm, or of any other item 
in any other section of this bill about which there will be such dispute. * * * 

“May I say at the outset that the proposal to include, in this bill, provisions 
which would cover advertising of food and drug products did not contemplate and 
does not now contemplate censorship in the sense in which this term is ordinarily used. 
* * * What it does do is to enjoin the use of false advertising in the sale of food, 
drug, and cosmetic products. * * * It makes no difference to what extent Congress 
may go to compel by law the use only of truthful statements on labels of such products, 
you will not have protected the public unless these provisions are extended to adver- 


iin: * "> 


Page 538 Food Drug Cosmetic Law Quarterly— December, 1946 





Mr. Campbell declared that in the pending bill “an attempt had 
been made to preserve all of the worthy qualities and features of the 
existing law and to supplement it in those instances where weaknesses 
have been indicated by court decisions and by actual experience.’ He 
stated that the definition of food had been widened “to make certain of 
jurisdiction in the case of products like cream of tartar and phosphates 
which are not in and of themselves food but are employed so extensively 
in the manufacture of food, such as baking powders.” He said that it 
was not necessary to provide in the bill for a judicial review of a regu- 
lation of the Secretary establishing tolerances for insecticidal poisons, 
that “Such a court review can always be had, Senator. There is no 
question whatever but what the courts have the right to review every 
section of this law and every regulation promulgated by the Secretary 
under the law. It is expected that that will be done; and if the action 
of the administrative agency has been found to be arbitrary, unreason- 
able, capricious, and not predicated upon evidence and upon facts, 
there is no question but what the courts will not sustain it.” 


Mr. Campbell adverted to the provision declaring a food to be 
adulterated if it had been prepared, packed, or held under insanitary 
conditions whereby it might have become contaminated with filth. He 
pointed out that the subsection “would cover * * * those instances 
where food had been prepared under objectionable and thoroughly 
insanitary conditions, even though you could not find, upon an objective 
examination of the sample, the evidence or definite proof of that filthy 
condition.” 


The manner in which S. 1944, and subsequent revisions, were to 
be opposed was revealed at the outset at the hearings on S. 1944 by 
Dr. James H. Beal, representing the National Drug Trade Conference 
(Hearings, pp. 83-120). He stated: 


“Now, this mew measure which we have before us is not merely a correction 
of possible existing defects in the present law, or even a general revision if [sic] its 
terms. It amounts in effect to an entire rewriting of the law, introducing new principles 
and to a large extent changing the basic theory of the law. For the free choice of 
the gonsumer, based upon a truthful label, is substituted the principle that citizens are 
to have not what they want, but only such things as the Secretary of Agriculture 
believes may be good for them. 

“Probably the most noteworthy feature of this new bill is the enormous, perfectly 
enormous extent of the discretionary power which would be conferred upon the 
Secretary of Agriculture. * * * 


. * * 
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“But if this bill is enacted as written, the producer of medicinals could not deter- 
mine the extent of his obligations from the text of the law, but would be governed 
by regulations issued by the Secretary of Agriculture, regulations extending and 
changing statutes at will, and giving to its provisions such particular modifications as, 
from time to time, the Secretary believes they should have. 


+ . * 


“Now, one vastly important point to bear in mind is that the enactment of the 
bill proposed here, Senate Bill 1944, will mean the practical nullification of the mass of 
decisions and interpretations accumulated through the 27 years of enforcement of the 


existing law.” ™ 

We have revealed the provisions which created the most serious 
opposition. Other provisions, almost equally significant, engendered 
bitter enmity in diverse interests. For example, the authority given to 
the Secretary of Agriculture to promulgate more than one standard of 
quality of food was fought strenuously by newspapers and periodicals,” 
who feared that the establishment of different grades would deprive 
them of advertising revenue. The various industries affected soon 
began to sponsor the introduction of rival bills, drawn so as not to 
hamper the particular industry concerned and employing various quali- 
fying adverbs. The main objections of the affected industries were 
forcefully revealed at the hearings. 


James W. Baldwin declared that the National Association of 
Broadcasters, which he represented, was opposed to the enactment of 
the bill unless far-reaching changes were made in it (Hearings, 
pp. 120-132). His chief objections were the breadth of the definition 
of advertising and the far-reaching scope of Section 9, with respect to 
what would constitute a “false advertisement.” Alfred T. Falk, Di- 
rector of Research and Education of the Advertising Federation of 
America, also objected to Section 9, stating ‘we find that the provisions 
are so vague and sweeping that hardly any advertiser may know posi- 
tively whether his advertising is within the law” (Hearings, pp. 


170-172). 


Charles Wesley Dunn, General Counsel for the Associated Grocery 
Manufacturers of America, Inc., and the American Pharmaceutical 
Manufacturers’ Association, cited two illustrations of the objections his 


11 Note, in this connection, Senate Report No. 361, Seventy-Fourth Congress, First 


Session, p. 2. 

2% Senator Copeland, in debating S. 2800, Seventy-Third Congress, one of the suc- 
ceeding bills, stated ‘‘There were many objections to the origina] bill. The great 
journals, magazines, periodicals, and publications of the country, 144 in number, were 


united against it.’" 78 Cong. Rec. 8967 (1934). 
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clients had against the bill (Hearings, pp. 137-141). He objected par- 
ticularly to the word “impression” in the sections providing, in effect, 
that a food, drug, or cosmetic would be considered to be misbranded 
or falsely advertised if its labeling or advertising, by ambiguity or infer- 
ence, created a misleading impression regarding the product,’* and to 
“the provision which runs throughout this bill from start to finish giving 
the Secretary of Agriculture practically unlimited administrative power 
which has the full force and effect of law.” 


Dr. John F. Anderson, Vice President of E. R. Squibb & Sons, 
stated that his concern had “‘reached the definite conclusion that the 
proposed legislation, in its general purposes as well as in perhaps most 
of its specific provisions, should be adopted as a measure for the better 
protection of the public health,” and offered over 40 amendments to 
the bill (Hearings, pp. 145-166). 


H. B. Thompson, General Counsel for the Proprietary Association, 
declared that “I never have in my life read a bill or heard of a bill so 
grotesque in its terms, evil in its purposes, and vicious in its possible 
consequences as this bill would be if enacted’ (Hearings, pp. 172-193). 


Huston Thompson, appearing on behalf of the makers of Feena- 
mint, recommended the insertion of a provision “That any substance 
or preparation which may be a combination of a food and drug shall be 
deemed and classified only as to food or drug, dependent upon its in- 
tended and/or actual use, which shall be clearly expressed on the carton 
containing the said combination, or on the label marking” (Hearings. 
pp. 193-194). 


Samuel Frazer, representing the International Apple Association, 
western division of the Chamber of Commerce of the United States, 
and others, objected strenuously that ‘‘under this bill tolerances can be 
arbitrarily fixed by the Secretary with no right of appeal and no required 
consultation with the industry. To bring a case and convict and fine, 
all the Government needs to do is to prove the fixing of the tolerance 
and by its own analysts that the fruit exceeds the tolerance and the case 
is ended. * * * A perusal of this bill would lead one to believe that 
the underlying thought of its purpose is to invest the Secretary of 

43 This provision, found in Seetions 6 and 9 of the bill, created considerable opposi- 
tion, but merely paraphrased the interpretation given by the Supreme Court (United 


States v. Niney-Five Barrels * * * Vinegar, 265 U. S. 438 (1924)) to the phrase ‘‘false or 
misleading in any particular,”’ found in Section 8 of the Food and Drugs Act of 1906 


(21 U.S. C. 10 (1934 ed.)). 
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Agriculture with almost complete dictatorial powers and from whose 
actions and findings there is very little if any appeal” (Hearings, pp. 
204-220). 

Clinton Robb, on behalf of the United Medicine Manufacturers of 
America, objected to the “palliative” provisions of the bill. In addition, 
he challenged ‘the opposition to produce a single case in which a court 
has ever held self-medication is inherently or otherwise dangerous with 
respect to any ailment not of a communicable nature.” He said “‘let us 
take the old statute and plug out the holes that have been found in it 
and make the protection of the consuming public just as full and com- 
plete as is possible” (Hearings, pp. 306-312). 

C. C. Parlin, Manager of the Division of Research of the Curtis 
Publishing Co., representing the National Publishers Association, de- 
clared that the association “voices the hearty approval of legislation to 
protect health and also voices its hearty approval of legislation to 
prevent false advertising of foods, drugs, and cosmetics.’ He stated 
that, ““With all due deference to good work done by Federal and State 
Governments,” primary credit should be given to advertising for pro- 
ducing exceptional factories and kitchens, and for having “got the cat 
out of the sugar barrel, converted bulk goods into packaged form, and 
changed unsanitary food shops into neat, attractive, and wholesome 
grocery stores.’’ He objected strenuously to the definition of false adver- 
tising contained in the bill, and to the authorization for the establishment 
of grades for foods. He affirmed that the bill had provisions which 
“will damage the whole structure of national advertising, and will bring 
serious harm to customers, to manufacturers and to publishers and 
which * * * will throw thousands out of employment * * *."’ He said 
that “The reduction of advertising to cold, factual statements which 
would pass the rigid censorship of literal minded chemists and physicists 
would kill advertising. For advertising would be too dull to read and 
manufacturers would not pay to run it” (Hearings, pp. 312-328). 


John A. Benson, President of the American Association of Adver- 
tising Agencies, testified ‘that the advertising agencies are heartily in 
favor of giving the consumer and the public all needful protection 
against false advertising * * *. We are deeply concerned about the 
consumer. * * *” He declared that a distinction should be made 
between the requirements of a label and of advertising, that “Adver- 
tising is something quite different. It cannot be a cold statement of 
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facts only; it must make an appeal to the emotions which motivate . 
common, everyday action of people, such as the love of health, of per- 
sonal beauty, of children, of effective vigor in the battle for success. 
There must be room for honestly imaginative appeal in portraying, as 
the case may be, personal beauty, pleasure, or relief, to arouse the 
consumers’ interest in the product and its use.” He, too, objected to 
the “palliative” provisions of the bill and to the definition of false 
advertisement. He asserted that “To discourage self-medication, the 
bill prohibits claiming in an advertisement that a drug has any effect 
upon a list of mentioned diseases, many of them common and commonly 
treated by physicians, with the same or similar products. * * * If any 
effect were changed to read ‘any curative effect,’ it would give the con- 
sumer all the protection needed and not deprive him of suggested 
palliatives of substantial benefit to him.’’ He objected to the authoriza- 
tion for the establishment of grades for foods ( Hearings, pp. 330-336). 


Miss Alice L. Edwards, Executive Secretary of the American Home 
Economics Association, agreed with a statement she read from the 
November 23, 1933, issue of Advertising and Selling, that ‘Despite 
declarations of ethics, despite the establishment of regulatory boards, 
and despite the maintenance of high standards by individual publishers 
and advertisers, the fact that false, misleading, and harmful advertising 
still exists is undeniable. Abuses have not been controlled by intra- 
industry regulations.” With respect to the protest made that the 
“palliative’’ provisions would rob people of their right to self-medication, 
she asserted “The answer to this is that the bill will not drive off the 
market legitimate products, truthfully labelled and advertised, and that 
to require them to be so labelled and advertised does not interfere with 
anyone's right to diagnose and treat himself; on the contrary, it should 
make him feel safer in so doing.’ She defended grade labelling, and 
declared that the prices of canned foods were not reliable guides to their 
quality and that brands and trade-marks would not become valueless 
if canned products were labelled according to their grades (Hearings, 
pp. 345-350). 


The essential philosophy of the bill was expressed by Senator 
Copeland as follows (pp. 277-278): 


“I am glad that the witnesses have borne in mind that the purpose of this bill is 
not primarily to control industry. The purpose of the bill is to protect the public, to 
protect the mothers and the children, to protect the citizens; and the fact that regula- 
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tion is needed is not because the reputable concerns are unwilling to conform to high 
standards; it is because there are those in the country who are exploiting the public 
and desirous of imposing their products upon the public for gain. So that is why we 
have a bill before us at all; it is that the public may be better protected against the 
unscrupulous than it is at present. I also realize that there are defects in this bill, but 
this is the bill as it was handed to us. When I say ‘us,’ I mean to you and to me.” 


The Government's position on the use of qualifying terms was 
explained by Mr. Cavers, one of the authors of the bill. He stated 
( Hearings, pp. 391-395): 

“I would, however, like to question whether the insertion of adverbs such as 


‘materially,’ ‘inherently,’ ‘essentially,’ and the like, can be regarded as constructive 
suggestions by any other than members of the legal profession. 


“I have no doubt that they will prove a great boon to them, but I wonder whether 
an advertiser would feel that his interests were advanced by the ability to assert, where 
that [sic] his advertising was admittedly false, the defense that it was not very false, 
not materially false, not particularly false. 


“I question whether that would do him any good, and I know that it would 
remove teeth from the law.” 
Somewhat paradoxically, the bill was assailed by some consumers’ 
groups as entirely inadequate, although vigorously defended by others. 


S. 2000, Seventy-Third Congress, Second Session 


It soon became clear to the sponsors of the bill that it had no chance 
of being passed. It was thereupon revised in an attempt to meet some 
of the major criticisms of S. 1944 and introduced into the Seventy-Third 
Congress, Second Session, as S. 2000. Those provisions of S. 1944 
which had been objected to most vigorously were changed, particularly 
by the authorization for the establishment of a committee on public 
health and a committee on food standards, which were given the func- 
tion of recommending regulations to the Secretary. Public hearings 
were to be held on these proposals, and regulations could be promul- 
gated by the Secretary only if approved by the respective committees. 
In an attempt to meet a major criticism of S. 1944, that it did not 
authorize a judicial review of regulations promulgated by the Secretary, 
provision was made whereby a suit to enjoin the enforcement of a regu- 
lation could be maintained in a district court if the petitioner could 
show that he would suffer substantial damage if it were enforced and 
that the regulation was “unreasonable, arbitrary, or capricious, or not 
in accordance with law.” The findings of fact of the Secretary were 
made conclusive ‘if in accordance with law.” References to “inference 
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and ambiguity” in defining offenses, which had aroused considerable 
opposition to S. 1944, were deleted. In addition, the requirement that 
the full formulae of all proprietary drugs be disclosed was omitted, and 
there were substituted for it requirements for label declaration of certain 
potent ingredients coupled with label warnings against unsafe methods 
of administration. Further, instead of prohibiting therapeutic claims 
for a drug if they were contrary to the general agreement of medical 
opinion, such claims were declared to constitute misbranding if they 
were not supported by substantial medical opinion or by demonstrable 
scientific facts. The provision for voluntary inspection service was 
deleted. Senator Copeland stated, when he introduced S. 2000, that 
the bill would not be wholly satisfactory “to the manufacturing interests 
or to those who are brought under control. But from considerable 
experience in connection with this matter, I do feel that the bill which 
I am now introducing is a better bill, and it is so regarded by all those 
who have given it study. The consumer is fully protected.” ™* 


S. 2800, Seventy-Third Congress, Second Session 


S. 2000, however, evoked no enthusiasm in the critics of the prede- 
cessor bill, and aroused hostility in various consumers’ organizations, 
who believed they were seeing their worst fears realized. No hearings 
on the bill were held before the Senate Committee on Commerce, and it 
died in committee. In an attempt further to placate the opposition, vari- 
ous amendments that had been offered to S. 2000 were incorporated in 
the succeeding bill, which was introduced in the same session as S. 2800. 
In particular, the preceding bills were changed so that publishers were 
relieved of any responsibility for statements in advertising matter pro- 
vided they revealed to the Secretary of Agriculture the name and 
address of the person who had caused the dissemination of the adver- 
tisement, and to give authority to the Secretary to establish only one 
standard of quality for foods. These modifications caused the pub- 
lishing industry to withdraw its opposition to the legislation. Pressure 
on publication still continued, however. Thus, a telegram sent by the 
President of the Associated Grocery Manufacturers of America to the 
publishers of all newspapers represented in Washington stated “May 
we respectfully call your attention to revised Tugwell-Copeland bill, 
Senate 2800, as measure that may seriously affect future newspaper 


478 Cong. Rec. 59 (1934). 
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advertising volume. Literal interpretation would seriously cripple legiti- 
mate newspaper advertising and make competitive newspaper adver- 
tising largely innocuous and inefficient. * * *" * 


At the hearings held before the Senate Committee on Commerce,"*® 
considerable opposition was voiced by Charles Wesley Dunn, author 
of the leading competing (McCarran-Jenckes) bill, who appeared on 
behalf of the Associated Grocery Manufacturers of America, the Ameri- 
can Pharmaceutical Manufacturers’ Association, and other organizations 
(Hearings, pp. 35-58). Mr. Dunn requested that the definition of 
misbranding be changed from “false or misleading in any particular” 
to ‘false in any material particular relative to the purposes of this act.” 
He objected to the discretionary powers granted to the Secretary. He 
was primarily interested in the establishment of a board of review to 
which appeals could be taken from administrative decisions (the board 
being separate from the committees on public health and food stand- 
ards), and in the insertion of a provision “which shall make reasonable 
allowance for trade puffing, recognized at the common law, to the extent 
it can be consistently done with the purposes of this act.’ 


Clinton Robb, representing the United Medicine Mandioctuets 
of America, Inc., and the Drug Institute of America, also opposed the 
bill (Hearings, pp. 131-136). He reiterated the contention that “Un- 
less new legislation dealing with foods, drugs, and cosmetics takes the 
form of amendments to the present Food and Drugs Act and follows the 
general plan of the original statute, all the decisions of our Federal 
courts construing and applying that statute during the last 27 years 
wil] be set at naught, with complete sacrifice of the views and ideas 
of some of the country’s best legal minds respecting the problem of 
regulating the manufacture and sale of food and drug products.” ** He 
charged that the bill attempted to prevent self-medication, and urged 
that a board of review be established which would not only review 
regulations promulgated by the Secretary, but also ‘‘be given authority 
to review and make summary decision of questions of dispute between 
manufacturers and the Food and Drug Administration * * *.” In 
response to a question from Senator Vandenberg as to whether the 


% See Hearings Before the Committee on Commerce, United States Senate, Seventy- 


Third Congress, Second Session, on S. 2800, pp. 411-412. 
1% Hearings Before the Committee on Commerce, United States Senate, Seventy-Third 


Congress, Second Session, on S. 2800. 
17 Note, in this connection, Senate Report No. 361, Seventy-Fourth Congress, First 


Session, p. 2 
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existing statute required any amendments in behalf of consumer pro- 
tection, he declared “I think, Senator, that the present Food and Drugs 
Act—and I speak with all sincerity—has been unusually effective. 
Frankly, I am unable to think of any other statute that has been more 
effective.” 


H. B. Thompson, Counsel for the Proprietary Association, also 
vigorously opposed the bill (Hearings, pp. 199-209). He asserted that 
“Judicial decisions interpreting the provisions of the present Food and 
Drugs Act are to be discarded.” He declared that the bill would “trans- 
fer control of the food, drugs, and cosmetic industries from courts to 
a bureau of the Government,” and “prevent the American people from 
self-administration of drugs for minor ailments.’ He suggested that 
the language of the Sherley Amendment be retained, and objected to 
the provision requiring that, when a drug was offered as a palliative 
rather than as a cure, its label would have to state that the drug was 
merely a palliative and how the palliation was effected. 


Arthur Kallet, Secretary of Consumers’ Research, Inc., opposed 
the bill on the ground that it was entirely inadequate from the viewpoint 
of consumer protection. As already indicated, he attacked Senator 
Copeland because he had spoken on broadcasts sponsored by the manu- 
facturers of products such as Fleischmann’s yeast (Hearings, pp. 
276-315). He proposed a bill providing, in part, for the licensing and 
bonding of manufacturers of drugs, cosmetics, and food products poten- 
tially dangerous to health, and for the submission of all claims for a 
product to a board of experts for advance approval. The bitterness 
of Mr. Kallet’s attack on Senator Copeland militated against serious 
consideration of his recommendations, as did his statement that Vice 
President Garner had been instrumental in having Crazy Crystals 
removed from the “Chamber of Horrors,’ displayed by the Food and 
Drug Administration. For Mr. Campbell, when asked by the chairman 
whether Mr. Garner had had anything to do with the removal, answered 
“He did not, not to my knowledge, and if he had done it I think I would 
have had knowledge of it” (Hearings, p. 315). 


James F. Hoge, representing the Drug Institute of America, dis- 
cussed the seizure provisions of the bill (Hearings, pp. 390-402). He 
pointed out thatthe bill did not limit the right of the government to 
make multiple seizures. He stated that he asked no consideration for 
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adulterated foods, but that misbranding was usually a matter of judg- 
ment and that multiple seizures should not be made where misbranding 
was involved. He declared that he had no objection to the substance 
of the provision that a drug should be deemed to be adulterated if it was 
dangerous to health under the conditions of use prescribed in its labeling, 
but that the offense constituted a misbranding rather than an adultera- 
tion. The broad scope of the seizure provision of the bill was de- 
scribed by him as follows: 

“The present law permits seizure only while the article to be seized is moving in 
interstate commerce, or remains unsold or in original unbroken packages. This bill 
permits seizure while the article is in interstate commerce or ‘at any time thereafter, 
which, I suppose, authorize [sic] seizure of articles, which have passed out of interstate 
commerce and mingled with the general property in the various states, on the shelf 
of the retailer or in the cupboard of a citizen, if at any time it had been the subject 
of interstate commerce. * * *” 

Judge Ewin L. Davis, of the Federal Trade Commission, testified 
he was not in opposition to the bill (Hearings, pp. 231-240). He offered 
“certain suggestions or amendments,” however, which vested jurisdic- 
tion over the false advertising of foods, drugs, and cosmetics in the 
Federal Trade Commission. 


Mr. Campbell, Chief of the Food and Drug Administration, in 
testifying before the Committee (Hearings, pp. 511-572, 589-608), 
called particular attention to the “distinctive name” proviso of the exist- 
ing statute. He referred to ‘“Bredspred,” which contained about half 
the amount of fruit understood by the consumer to be in preserves. He 
pointed out that it sold at a price so slightly below the price of pre- 
serves that there was no indication to consumers of the difference be- 
tween the product and preserves, and that although it was not labeled 
as preserves, it was sold repeatedly to consumers who called for jam 
or preserves. 


Mr. Campbell objected to the suggestion that various modifying 
terms, such as “reasonable,” “substantially,” ‘‘materially,” be adopted. 
He stated that the use of such terms created lawsuits, and made a matter 
of conjecture by the courts the basis for decisions on suits. He again 
stressed the importance of the “palliative’’ provision. He also was 
emphatic in asserting that not only was it not the purpose of the bill 
to stop self-medication, but rather that “All of the provisions dealing 
with drugs, aside from those recognized in the official compendia, are 
directed towards safeguarding the consumer who is attempting to admin- 
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ister to himself. If this measure passes, self-medication will become 
infinitely more safe than it has ever been in the past.” 


With respect to the provision that a food would be deemed to be 
adulterated if it had been prepared, packed, or held under insanitary 
conditions whereby it might have become contaminated with filth, Mr. 
Campbell said: 


“The suggestion has been made there that the words ‘may have’ in line 14 be 
eliminated, so it would read, ‘if it has been prepared, packed, or held under insanitary 
conditions whereby it has become contaminated with filth’. 

_ * . 

“If that were done there would be no need for that subsection at all, because the 
condition could adequately be taken care of by subsection 3, which says, ‘If it consists 
in whole or in part of any filthy, putrid, or decomposed substance.’ Under that sec- 
tion we have been able to regulate traffic in food products which have acquired their 
filth by the character of the exposure to which they were subjected. I said at the 
hearing before the subcommittee that I really anticipated no objection at all to that pro- 
vision. It is a requirement that exists in state laws. 

* * 7 

“I am referring to subsection 4, Senator. It is a requirement that exists in this form 
or in more exacting form in a great many of the state laws. The only thing that it 
undertakes to do is to require the observance of a reasonably decent standard of 
cleanliness in the handling of food products. We have no control at all over that 
condition now. These states that have laws requiring all vendors of food to take 
precautions compatible with reasonable standards of sanitation cannot protect them- 
selves against food products that are brought into their states from other states unless 
the exposure was so extensive that the product itself became filthy. In that event we 
could proceed; under the terms of the Federal law as it is now we cannot act unless 
the filthy condition has developed to a point where it is definitely obvious, and the 
product filthy.” 


Mr. Campbell also discussed the importance of the section author- 
izing the establishment of definitions and standards of identity for foods. 
He pointed out that its absence “has seriously handicapped the effective 
operation of the present law in maintaining the integrity of our food 
supply,” and that “Authorization to establish definitions and standards 
of identity would clear up chaotic conditions existing in the manufacture 
and distribution of many food products to the advantage of both the 
consuming public and of honest manufacturers.” He criticized the 
rival McCarran-Jenckes bill as follows: 


“Turning to the Dunn bill, S. 2858, I am not unmindful that this would regulate, 
after a fashion, cosmetics, therapeutic devices, and false advertising, and that it con- 
tains an injunction provision to supplement seizure and criminal prosecution. But the 
administrative procedure under this bill is so circumscribed and amplified and the defini- 
tions of offenses are so befogged by a multiplication of adverbs and adjectives that the 
passage of this measure would very definitely weaken the public protection now 
afforded by the act of 1906.” 
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The report of the Senate Committee on Commerce on the bill 
(Senate Report No. 493, Seventy-Third Congress, Second Session ) 
declared that the principal changes which the bill made in the existing 
law were to eliminate those provisions which had compelled the courts 
to reach interpretations that had afforded avenues of escape for the 
unscrupulous; to extend its provisions to advertising and cosmetics; to 
amplify and reinforce the provisions designed to safeguard the public 
health and promote honesty and fair dealing; and to strengthen its pro- 
cedural provisions better to effectuate its purpose. 

The report pointed out that the provision defining, as adulterated, 
a food which contained any poisonous or deleterious substance which 
might render it dangerous to health ‘would also apply to foods con- 
taining added poisons for which no tolerance had been set and which 
for that reason would not be subject to Section 3(a)(2)."** With 
respect to the establishment of tolerances, the report stated that “This 
authorization will permit the establishment of comparatively liberal tol- 
erances for any food where poison is unavoidable or is required by the 
necessities of production, and less liberal tolerances or complete prohi- 
bition where it is practicable to limit the amount of poison in a particular 
food to every [sic] small quantities, or to eliminate it completely * * *. 
In approaching the problem of control * * * the amount of added 
poisons can be so allocated to different foods * * * that * * * 
consumers will not receive an aggregate quantity of poisons sufficient 
to jeopardize health.” 

In connection with the effect of the misbranding provision on claims 
made for drugs, the report declared that it would operate substantially 
as did the existing law “except that the present law imposes on the 
Government the added responsibility of showing that unsupported claims 
were made fraudulently * * *.”’ The report also adverted to the 
provision defining a drug as misbranded if its labeling bore the name 
of any disease for which the drug was not a specific cure but was a 
palliative and failed to bear a statement indicating that the drug was 
a palliative and how the palliation was effected. The report said “A pro- 
vision of this kind is essential if the consumer, uninformed in the nature 
and treatment of disease, is to be afforded an opportunity for and 
encouraged in the intelligent and effective use of drugs.” 


18 Section 3 (a) (2) declared:that a food would be deemed to be adulterated if it con- 
tained any added poisonous or added deleterious substance prohibited, or in excess 
of the limits of tolerance prescribed, by regulations. 
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In the debate in the Senate, Senator Copeland stressed the pro- 
cedure set up for the promulgation of regulations and the court review 
provisions of the bill.*° The bill died on the Senate calendar, however, 
after an hour's debate. 


S. 5, Seventy-Fourth Congress, First and Second Sessions 


During the first session of the ensuing (Seventy-Fourth ) Congress, 
Senator Copeland introduced a new bill, bearing the number S. 5. The 
major controversial issues were now quite clear. These were the power 
to make multiple seizures; the venue of libel acti» .s; the question of 
whether the Food and Drug Administration or the Federal Trade Com- 
mission should have jurisdiction of advertising of foods, drugs, and 
cosmetics; and the judicial review of regulations promulgated by the 
Secretary of Agriculture. The bill contained most of the substantive pro- 
visions of S. 2800, as amended in committee, although substantial changes 
had been made in form, for the bill contained separate chapters on 
commodities rather than on types of offenses. Almost immediately, how- 
ever, various amendments were offered by representatives of the affected 
industries. Hearings were held before a subcommittee of the Sen- 
ate Committee on Commerce.” Ewin L. Davis, Chairman of the 
Federal Trade Commission, declared that “The bill under consideration 
does infringe upon the jurisdiction of the Federal Trade Commission 
which it has had and exercised for 20 years,’ and that the bill “places 
the Food and Drug Administration in exactly the same field, and dupli- 
cates the authority and work of the Federal Trade Commission with 
respect to advertising of food, drugs, and cosmetics.” There is little 
doubt that the vigorous opposition of the Commission to vesting juris- 
diction of the false and misleading advertising of foods, drugs, and 
cosmetics in the Food and Drug Administration was largely instrumental 
in the eventual deletion from the bill of the provisions to that effect 
(Hearings, pp. 109-117). 


Mr. Campbell, Chief of the Food and Drug Administration, ana- 
lyzed various of the many amendments which had been offered, and 
pointed out the importance of the provision authorizing the establish- 


1978 Cong. Rec. 8958-8959 (1934). 

2” Hearings before a Subcommittee of the Committee on Commerce, United States 
Senate, Seventy-Fourth Congress, First Session, on S. 5. 

21 See 80 Cong. Rec. 10679 (1936). 
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ment of definitions and standards of identity for food (Hearings, pp. 
336-337, 352-361). He declared: 

“The necessity for standards of identity for food products is an economic one. 
Satisfactory enforcement of the food provisions of the existing law or of this bill 
cannot occur unless legal food standards are established. * * * To both the 
consumer and the trade, few food provisions transcend in importance those providing 
for standards of identity.” 

With respect to jurisdiction of enforcement of the advertising pro- 
visions of the bill, Mr. Campbell stated that he was primarily concerned 
with passage of a law adequate to protect the public. He urged “that 
there be no division of responsibility in the control of adulteration, mis- 
branding, and false advertising,” and that one agency, whichever it 
might be, should have complete responsibility. 


Charles Wesley Dunn, representing the Associated Grocery Manu- 
facturers of America, Inc., and other associations, again testified ( Hear- 
ings, pp. 22-30). He offered an amendment requiring the government 
to furnish a claimant, upon request, with a representative portion of the 
sample taken by the government to determine whether the product was 
adulterated and information as to the official method of analysis and 
of any tolerances recognized by the government with respect to the 
sample. He recommended that, in cases of multiple seizures, at least 
one seizure be made in the district where the person whose name ap- 
peared on the label of the article had his principal place of business, or 
if the article was not there available for seizure, in the district nearest 
to the place of business where the article was available for seizure. The 
purpose of this recommendation, of course, was to permit a manufacturer 
to have the case tried in, or as near as possible to, his home district. 
Mr. Dunn also declared that the industries which he represented were 
opposed unqualifiedly to the transfer of jurisdiction over advertising to 
the Federal Trade Commission. 


Clinton Robb, representing the United Medicine Manufacturers 
of America, Inc., opposed the bill as he had opposed its predecessors 
( Hearings, pp. 84-92). He declared that the bill would give the Secre- 
tary of Agriculture dictatorial powers, would imperil the right of the 
public to practice self-medication, and “would make possible and even 
probable the confiscation of a greatindustry * * *.” Hestated that 
he was convinced that jurisdiction over advertising should be vested in 
the Federal Trade Commission. 
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James F. Hoge (Hearings, pp. 125-142), representing the Pro- 
prietary Association, advocated that, if a drug were dangerous to health 
under the conditions of use prescribed in its labeling or advertising, it 
should be deemed to be misbranded rather than adulterated. He rec- 
ommended that there be included in each misbranding section of the 
bill a subsection that “When construing and enforcing the provisions 
of this act reasonable allowances, consistent with the purposes of the 
act shall be made for (1) abnormal individual reactions to food, drugs, 
and cosmetics, and (2) harmless claims recognized by and under the 
common law." He proposed that multiple libel actions be removed for 
trial, on application of the claimant, “to a jurisdiction of reasonable 
proximity to the residence of the claimant,’ and explained that he did 
not “ask that the trial be brought right into the home of the manufacturer. 
I realize that the administrator sometimes has reasons why he does not 
want to do that. I do think if goods are seized on the Pacific coast, 
for instance, and the manufacturer lives in New York, that the trial 
might be moved to Trenton or to Albany, or even Philadelphia. You 
can get there in two hours.” 


Robert D. Godfrey, counsel for the Institute of Medicine Manu- 
facturers, declared that he was against the entire bill, and that “our 
objections *~ * * are, first, that its prohibitive acts are too broadly 
defined, too vaguely stated, too inaccurately stated, too indefinite, too 
uncertain to be a penal, criminal statute, which it is." He also objected 
“to the transferring and creating of dictatorial powers in a bureau” 
(Hearings, pp. 234-242). 


The report of the Senate Committee on Commerce (Senate Report 
No. 361, Seventy-Fourth Congress, First Session) pointed out that 
“In drafting S. 5 the language of every worthy provision of the present 
law has been included. Only that language which afforded loopholes 
for the escape of the unscrupulous has been rejected. Court decisions 
on the provisions that have been perpetuated will thus continue to be 
applicable.” The report declared, also, that “While the bill has been 
drafted primarily as a consumers’ measure, its operation will be of 
distinct benefit to honest producers, manufacturers, and dealers * * *.” 


With respect to definitions, the report stated: 


“It has not been considered necessary to specify that the definitions of food, drug, 
and cosmetic shall not be construed, other than to the extent expressly provided, as mutu- 
ally exclusive. * * * The use to which the product is to be put will determine 
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the category into which it will fall. If it is to be used only as a food it will come within 
the definition of food and none other. If it contains nutritive ingredients but is sold 
for drug use only, as clearly shown by the labeling and advertising, it will come 
within the definition of drug, but not that of food. If it is sold to be used both as 
food and for the prevention and treatment of disease it would satisfy both definitions 
and be subject to the substantive requirements for both. * * *' 


The report said that the bill prohibited the addition of poisonous 
or deleterious substances to food except where such addition was re- 
quired in production or could not be avoided in good manufacturing 
practice; that the establishment of tolerances for the protection of the 
public health was authorized in those instances where the addition of 
the poison was required or could not be avoided; and that in determining 
tolerances there were required to be taken into account the extent to 
which the poison was required or could not be avoided and the other 
ways in which the consumer might be affected by the same or other 
poisonous substances. The report declared that under the existing 
law “‘the government must in every trial muster the foremost toxicolo- 
gists of the country to present their testimony. * * * A tolerance 
established under your committee's bill, once it has been litigated in the 
courts and there sustained, would thereafter serve as a certain guide 
to the enforcement agency and to the industries.’ 


In discussing the basic definition of the misbranding of food, the 
report stated that ‘““This language is in the misbranding provisions of 
the present law and has been fully interpreted by the Supreme Court,” 
and that “The general prohibition of this paragraph against false or 
misleading representations in labeling is intended to be comprehensive 
in character. It is designed to apply to all misrepresentations of what- 
ever kind * * ™*; whether made as averments of fact or statements 
of opinion; whether conveyed directly or by implication.” 


The report was careful to make clear that the provision in the bill 
requiring label declaration of additions of artificial color, artificial flavor, 
or chemical preservatives ‘does not exempt products subject to it from 
the other provisions of the bill. If artificial color is harmful or creates 
a deceptive appearance, the product will be subject to the applicable pro- 
visions of Section 301 [which ultimately became 21 U. S. C. 342] 

The report explained as follows the provision defining a drug as 
adulterated if it was dangerous to health under the conditions of use 
prescribed in its labeling or advertising: 
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“* * * there are certain drugs whose employment is necessary in the treat- 
ment of some diseases which, none the less, may in very exceptional cases prove harm- 
ful to persons to whom tuey are administered. * * * It is not intended that this 
provision should ban the sale of useful drugs of this kind when they are appropriately 
labeled. On the other hand, it is not intended that the existence of these drugs shall 
constitute a cloak under which may hide the manufacturers of unnecessary and danger- 
ous medicaments; or even necessary medicaments with improper or insufficient direc- 
tions for use that result in the death or injury of susceptible persons in any considerable 
number of instances, even though most persons could use them with safety. 


“Much criticism has been launched at this provision on the ground that it applies 
to innocuous drugs for which extravagant therapeutic claims are made and which 
thus indirectly impair the patient's chance of recovery through his postponement of 
proper methods of treatment. The language does not relate to such products. It 
applies only to potent drugs which are per se harmful unless properly administered.” 

The report pointed out that the language used in the section deal- 
ing with misbranded drugs “is intended to be comprehensive ‘in order 
to avoid abuses arising out of decisions under the present law, under 
which it has been held that broad claims of therapeutic effect are justi- 
fied where the drug has any palliative action whatever, even though 
the drug exercises no influence on the progress or duration of the 


disease.” 


With respect to the section defining a food as misbranded if it 
purported to be one for which a definition and standard of identity had 
been prescribed and failed to conform thereto, the report stated: 


“It should be noted that the operation of this provision will in no way interfere 
with the marketing of any food which is wholesome but which does not meet the 
definition and standard, or for which no definition and standard has been provided; 
but if an article is sold under a name for which a definition and standard has been 
provided, it must conform to the regulation. This does not preclude the use of dis- 
tinctive individual brands. But the loophole afforded the dishonest manufacturer by 
the so-called ‘distinctive name’ proviso of the present law will be closed. Under that 
proviso adulterated and imitation products sold under such names were immune from 
action. It is not intended that the authorization to make standards of identity shall 
apply to foods which are truly proprietary, that is, foods distinctive in content as well 
as in name, in the manufacture of which some person or concern has exclusive pro- 
prietary rights.” 

The report declared that the bill set forth substantially the provi- 
sions of the existing law concerning the condemnation of goods seized 
“and authorization for the release of such goods under bond for recon- 
ditioning after entry of a decree of condemnation and forfeiture, where 
such reconditioning appears equitable and feasible to the court.” The 
report also adverted to the provision authorizing the courts to enjoin 
the enforcement agency “against any multiplicity of seizure actions for 
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cause shown satisfactory to the court and consistent with the purpose 
of the act.” 


With respect to the “slack-fill” provision of the bill, the report 
explained: 


“Paragraph (d) defines a food as misbranded if its container is so made, formed, 
or filled as to mislead the purchaser. This is intended to reach abuses which have 
arisen in the packaging of food through the use of deceptively shaped, formed, or 
colored containers, or through deceptive methods of packing. Packages only partly 
filled create a false impression as to the quantity of food which they contain despite the 
declaration of quantity of contents on the label. This provision is not intended to 
authorize action against packages of food which are filled as full as practicable in 
good manufacturing practice, even though shrinkage may occur after the products 
are shipped. The proscription against deceptive filling is intended to apply also to 
those deceptive methods of packing whereby that portion of the contents displayed 
gives the consumer an erroneous impression as to the identity or quality of the product.” 


On the day that the bill was reported from the Senate Committee, 


President Roosevelt sent a message to Congress expressing his hope 
that food and drug legislation be enacted.** The President stated, in 


part: 


“Every enterprise in the United States should be able to adhere to the simple 
principle of honesty without fear of penalty on that account. Honesty ought to be 
the best policy, not only for one individual or one enterprise but for every individual 
and every enterprise inthe nation. * * * 


7. * 7. 


“No honest enterpriser need fear that because of the passage of such a measure 
he will be unfairly treated. He would be asked to do no more than he now holds 
himself out to do. It would merely make certain that those who are less scrupulous 
than I know most of our producers to be cannot force their more honest competitors 
into dishonorable ways. 

“The great majority of those engaged in the trade in food and drugs do not need 
regulation. They observe the spirit as well as the letter of existing law. Present 
legislation ought to be directed primarily toward a small minority of evaders and 
chiselers. At the same time even-handed regulation will not only outlaw the bad 
practices of the few but will also protect the many from unscrupulous competition. It 
will, besides, provide a bulwark of consumer confidence throughout the business 
world. 

“It is my hope that such legislation may be enacted at this session of the 
Congress.” 


On the floor of the Senate, Senator Bailey spoke at length ** in oppo- 
sition to any new bill, maintaining that the Food and Drugs Act of 
1906 could be improved by means of amendment so as to meet any inade- 
quacies. He stated, also, that he saw no reason why the Department 


22 House Docket No. 142, Seventy-Fourth Congress, First Session. 
2% 79 Cong. Rec. 4911-4919 (1935). 
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of Agriculture, ‘created for the purpose of fostering agriculture,’ should 
be given jurisdiction of ‘drugs, medicine, advertising, and cosmetics.”’ 
He suggested that jurisdiction of “things commercial” should be given 
to the Department of Commerce or to the Federal Trade Commission. 
He declared that the alteration of the phrase ‘false and fraudulent’’ in 
the Sherley Amendment to “false or misleading,” one of the major 
changes made in the wording of the existing statute, would be a griev- 
ous mistake. He also advocated strongly that multiple seizures should 
be permitted only where a product was “imminently dangerous to 
health.” In line with that proposition, he proposed that the provision 
that a drug would be deemed to be adulterated if it was dangerous to 
health under the conditions of use prescribed in its labeling or advertising 
should be amended to provide that such a violation would constitute 
misbranding. Such a change would have prevented multiple seizures 
of the product, since the Senator offered another amendment ‘‘author- 
izing only one seizure action in cases of misbranding except where the 
article was misbranded so as to render it imminently dangerous to 
health or where the alleged misbranding had been the basis of a prior 
judgment in favor of the United States.” Senator Clark submitted an 
amendment transferring to the Federal Trade Commission jurisdiction 
over advertising.” 


Senator Copeland, who throughout the discussion of the bill and 
its predecessors had been extremely amenable to compromises in an 
attempt to get an effective statute passed, was firm with respect to the 
amendments offered by Senator Bailey. He stated that if those amend- 
ments, and Senator Clark’s amendment, were adopted, “I shall have 
no further interest in the bill.” ** A somewhat bitter debate, princi- 
pally between Senators Clark and Copeland, ensued.** An amendment 
was passed on the floor of the Senate, however, limiting the number of 
seizures to one with respect to a case of alleged misbranding except 
upon a showing by the Secretary that the article was so misbranded 
as to render it imminently dangerous to health or where it had been 
the basis of a prior judgment in favor of the United States, and pro- 
viding that such a single seizure action might be removed ‘‘to a jurisdic- 
tion of reasonable proximity to the residence of the claimant.” It was 
also aqreed that a drug would be deemed to be misbranded, rather than 

™* 79 Cong. Rec. 4920 (1935). 


% 79 Cong. Rec. 5022 (1935). 
% 79 Cong. Rec. 5022-5025, 5137-5140 (1935). 
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adulterated, if it was dangerous to health under the conditions of use 
prescribed in its labeling or advertising.’ 


Senator Copeland obtained permission, on behalf of the Senate 
Committee on Commerce, to submit a revised report in place of Senate 
Report No. 361 “because all those actively concerned in the debate on 
the bill are now united in certain amendments, which will be offered 
at the appropriate time in the hope that the bill may be passed; and 
the new report “* * ™* is to cover the bill as we hope it will be 
enacted.” ** The revised report (Senate Report No. 646, Seventy- 
Fourth Congress, First Session) was careful to point out that the bill 
would permit multiple seizures only where the article was ‘so mis- 
branded as to be imminently dangerous to health’’ or the misbranding 
had been the basis of a prior judgment in favor of the United States. 
A considerable number of compromise amendments were accepted on 
the floor of the Senate. These included the insertion of provisions 
“That nothing in this act shall impair or be construed to impair or 
diminish the powers of the Federal Trade Commission under existing 
law,” and that a single seizure action based on misbranding might be 
removed for trial “to the residence of the claimant.” The bill was 
thereupon passed.”® It was then referred to the House Committee on 
Interstate and Foreign Commerce. 


Hearings were held before a subcommittee of the House Com- 
mittee.*° Statements were made by W. G. Campbell, Chief of the 
Food and Drug Administration, and Ewin L. Davis, Chairman of the 
Federal Trade Commission. The necessity for the broad scope of the bill 
was explained by Mr. Campbell as follows: 


“With the advent of the radio and its popularity, advertising has been accentuated. 
High-pressure salesmanship did not exist prior to the passage of this law, when the 
statements on the labels of products were themselves their principal means of advertis- 


7 79 Cong. Rec. 5230-5231 (1935). 

2°79 Cong. Rec. 7963 (1935). 

2279 Cong. Rec. 8350-8356 (1935). 

* Hearing before a Subcommittee of the Committee on Interstate and Foreign Com- 
merce, House of Representatives, Seventy-Fourth Congress, First Session, on H. R. 6906, 
H. R, 8805, H. R. 8941, and S. 5. This marked the turning point in the campaign for an 
effective law. The chairman of the subcommittee, Representative Virgil Chapman of 
Kentucky, did not. accept at their face value the representations made by a number of 
clearly self-serving witnesses. He made it his business to secure much pertinent data 
concerning several products on whose behalf these declarations were made and their 
sponsors, and conducted a searching and vigorous cross-examination which exposed the 
weaknesses of, and misrepresentations made by, these witnesses. From this point on, 
the lower House, notwithstanding its adamant attitude with respect to jurisdiction over 
advertising and court review of regulations, insisted on strengthening various other pro- 
visions as passed by the Senate. 
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ing. But from the standpoint of law-enforcement operations, perhaps one of the most 
radical developments has been the tendency of traffic to forsake the conventional steam, 


rail, and waterway routes for the automobile truck. 
* . * 


“The automobile truck has completely obliterated state lines. Very few food or 
a Saree now can be said to be wholly of an intrastate character in their 
Mr. Campbell spoke again (Hearings, pp. 43-60, 75-101) of the 
necessity for providing for the promulgation of definitions and stand- 
ards of identity for food and of the evils of the “distinctive-name 
proviso” of the existing statute. He adverted once more to “Bred 
Spred,” a product which looked and tasted like preserves and was 
derived from fruit, but contained only one-half of the fruit required in 
preserves under the existing custom or “common law standard.” He 
revealed that although purchasers of preserves, going into a retail 
store and calling for preserves, were handed this product at a price 
almost equal to that which standard preserves sold at, the government 
had been unsuccessful in its suit against the product. He said: 


“But here is a product that looks like raspberry preserves. It tastes like rasp- 
berry preserves. It is a raspberry product. It contains only one-half of the fruit that 
is required under this common-law standard. * * * The extent to which it is an 
imposition on the consumer in purchasing that article in the belief that it had its full 
complement of fruit is likewise obvious. 

“But that product is not labeled as a preserve. It is labeled as bread spread. 
But, as a matter of actual commercial practice, purchasers of preserves, going into a 
retail store and calling for preserves, were handed this time out of mind, and it sold 
for almost the price that standard preserves sold for. 

* * * 

“Under the bill] It would have to be shown on the label just what it was, and 
enable the consumer to buy it for what it was. 

“There can be no objection to the philosophy that any article that is wholesome 
and has food value and is sold for what it is, without deception, should be permitted 
the channels of commerce. There can be no objection to that article with its deficiency 
of fruit, if every consumer knows exactly what he is buying. * * * 

_ * - 

“* * * If there is a provision of the act for the promulgation of a legal stand- 
ard, that would mean that any product sold as a preserve must comply with that 
standard.” 

Mr. Campbell also spoke vigorously in behalf of giving the Food 
and Drug Administration jurisdiction over advertising. He stated “that 
you cannot effect a division of responsibility and expect effective law 
enforcement to result. Confusion will prevail. It is just expecting 
too much of human nature. Jealousy will develop, with the result that 


the intended beneficiaries of the legislation will be the ones that will 
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suffer." (In the ensuing years, the conflicting jurisdictions of the two 
agencies involved showed Mr. Campbell to have been prophetic.) He 
requested that responsibility not be divided, and that one agency, either 
the Administration or the Commission, be given complete control over 


the field. 


With respect to the reconditioning of products after the entry of 
a decree of condemnation, Mr. Campbell declared: 


“* * * There are some products—for instance, canned salmon—which will be 
found to be adulterated, where the adulteration will be due to a small percentage—five 
or ten per cent—of the cans consisting of decomposed salmon, the remainder of the 
cans being wholesome and fit for food. We seize shipments where there is only a 
small percentage of the consignment objectionable, and under the conditions to which 
we are referring now the courts have ordinarily permitted the return of the salmon to 
the manufacturer to effect the elimination of the objectionable from the unobjectionable, 
provided the manufacturer is in a position to do that, and frequently he is in such 
position. 


“Now, that may explain the reason why provision is made for return of the 
goods under bond for destruction. The decree requiring him to destroy the parts 
that we have pronounced to be objectionable.” 

In connection with a proposed amendment exempting retail dealers 
from prosecution, under certain circumstances, for having disseminated 
advertising of an article which they had purchased, the following colloquy 
took place between Congressman Cole and Mr. Campbell: 


“Mr. Cole. It would not cover, then, things which are purely local? 

“Mr. Campbell. That is quite right. The things that are produced purely lo- 
cally—and that is my understanding of what it is intended to do—would not be 
affected. 

“Mr. Cole. After the original package gets into the state, it is subject to state 
law then. 

“Mr. Campbell. It is subject to state law, but it is likewise subject to Federal 
law. In other words, there is Federal jurisdiction coextensive with state jurisdiction 
in such matters. The Supreme Court decided in the Hipolite case that the terms of 
the Federal law followed the product to the shelf of the retail dealer.” 


In requesting that multiple seizures be authorized where a product 
was so misbranded as to be dangerous to health or “grossly deceptive,” 
Mr. Campbell produced a bottle of the infamous “Banbar,” a brew of 
common horsetail weed, sold as a diabetes cure. He also exhibited a 
bottle of the equally notorious “B & M,” originally manufactured for 
use as a horse liniment but which grew into what its manufacturers 
described as “the most renowned cure of the century,”’ and was labeled 
as a germicide for tuberculosis, pneumonia, pleurisy, influenza, locomotor 
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ataxia, blood poisoning, asthma, etc. Resignedly, he expressed his 
viewpoint on the bill as follows: 


“Mr. Chairman, let me conclude with this statement: This measure is not satis- 
factory in every respect to the Department or to me. 

“Looking at the matter purely from the standpoint of consumer interest, we 
would make a great many changes if given the power to formulate a measure for ade- 
quate protection as indicated by the abundance of our administrative experience. But 
I recognize, too, that it is not the sort of measure that would be satisfactory to those 
who have an honest desire to see legislation for the protection of the public, but who 
are manufacturers and who also have a concern about arbitrary, arrogant administra- 


tive officials. 
“There are certain inevitable conditions encountered in the enactment of regu- 


latory legislation. There is the influence of that group whose interest is dictated by a 
concern for the public welfare. There is also the group whose interest is dictated by 
perhaps an equal public concern, but who also have selfish interests and who insist on 
seeing that abuses in administration cannot occur. And then there is finally the 
small but negligible element that is opposed to any legislation at all. 

“The inevitable cross-pull of such influences results in compromise. 


“I recognize in this measure, whether it is what we want, whether it is what the 
industry wants, the great many advantages I have tried to enumerate over the existing 
law for the protection of the public in the sale of foods, drugs, devices, and cosmetics. 
For that reason, we subscribe to its enactment.” 


Mr. Davis, Chairman of the Federal Trade Commission (Hear- 
ings, pp. 630-652), declared that ““We want it understood that we are 
not appearing here as hostile to any bill nor to the purpose of the legis- 
lation to strengthen the food and drug laws. * * *" He asserted 
that, since the Commission had had exclusive jurisdiction over false 
and misleading advertising, and the Food and Drug Administration 
never had possessed such jurisdiction, “it is not a question of taking 
anything from the Food and Drug Administration or of giving any- 
thing to the Federal Trade Commission, notwithstanding the innumer- 
able statements to the contrary that have been paraded before this 
committee.” He stated that the Raladam decision ™ had been held 
out “as a reason why the Federal Trade Commission should be robbed 
of its jurisdiction and have it placed in the lap of a farm organization,” 
and directed attention to the fact that “Our total appropriation for all 
these purposes is several hundred thousand dollars less than that given 
to the Food and Drug Administration. And yet if you give them 
jurisdiction over advertising, and they have to duplicate the field force 
that the Federal Trade Commission has on that, and all other com- 
modities, I don't know how much more appropriation you will have 
to give them. That is between you and them.” 


% Federal Trade Commission v. Raladam Co., 283 U. S. 643 (1931). 
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Clinton Robb, Consulting Counsel for the United Medicine Manu- 
facturers of America, Inc. (Hearings, pp. 68-70), declared that, be- 
cause of the unconscious prejudice which physicians might be expected 
to have against self-diagnosis and self-treatment, the number of physi- 
cians on the committee on public health provided for in the bill should 
be limited and provision made for the inclusion of some “‘nonmedical’’ 
members. He stated that Congress should create “‘a disinterested board 
of review empowered and directed to give summary consideration not 
only to threatened prosecutions under the Food and Drugs Act but to 
threatened administrative acts of the Food and Drug Administration.” 
He recommended that Congress ‘leave with the Federal Trade Com- 
mission the censorship and control of advertising which does not accom- 
pany the package in interstate commerce rather than commit such 
censorship and control to the Food and Drug Administration * * *.” 


Charles Wesley Dunn, representing the Associated Grocery Manu- 
facturers of America, Inc., and the American Pharmaceutical Manufac- 
turers Association, stated that the enactment of the bill would greatly 
benefit both the consuming public and the industries affected ( Hearings, 
pp. 261-292). He adverted to the provision in the bill requiring that 
every food fabricated from two or more ingredients, and for which a 
definition and standard of identity had not been established, be labeled 
to declare all its ingredients except that spices, flavorings, and colorings 
could be collectively declared as such. He recommended that language 
be added to the effect that the provision should not apply ‘‘to any truly 
proprietary food the ingredients of which have been fully and correctly 
disclosed to the Secretary by the manufacturer, packer, or other vendor 
of such food,” in order to prevent “the competitive imitation of a success- 
ful proprietary food and the competitive misappropriation of its reputa- 
tion and market, by the easy device of an identical label declaration 
of ingredients.” 


Mr. Dunn also suggested that the bill be revised to require the 
Secretary to provide the manufacturer of a product seized with a portion 
of the sample collected by the Government, for independent or joint- 
check examination, and to permit the Secretary to promulgate reasonable 
exemptions from the requirement. He declared that an administrative 
hearing before the Secretary or his representative should be made a 
matter of right before an apparent violation of the statute was reported 
by the Secretary for the institution of criminal proceedings or for the 
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recovery of a civil penalty. He stated that such hearings should be 
held “before an impartial administrative board of review, created by 
the President * * * if the apparent violation in issue involves an 
opinion representation which is subject to a substantial difference of 
opinion as to its validity under this act. For otherwise, the hearing 
is not impartial.” 


R. G. Phillips, Secretary of the International Apple Association, 
submitted several amendments (Hearings, pp. 323-336). He recom- 
mended that in any suit based on an alleged violation of a regulation 
promulgated by the Secretary, ‘‘the prosecution shall be required to 
prove its case affirmatively in the first instance and that the regulation 
alleged to have been violated is in accordance with the facts and the 
law."” He requested that provision be made permitting a person ag- 
grieved because of an unjustifiable criminal prosecution or libel for 
condemnation action to bring suit, with the consent of the district court, 
against the Secretary of Agriculture “to recover the proven loss and 
damage.” He declared that “Suits for criminal prosecution or for 
libel for condemnation should in the case of both misbranding and adul- 
teration be removed for trial to the defendant's or claimant's residence.” 
He stated that, in the case of seizures, the owner should be permitted 
to obtain possession of the product seized in order to recondition it by 
giving bond “either after seizure or after entry of the decree, as the 
owner may elect.” 


Clarence N. Goodwin, representing the Allied Manufacturers of 
the Beauty and Barber Industry, Inc. (Hearings, pp. 479-499) sug- 
gested that a section be added that ‘““When construing and enforcing 
the provisions of this act reasonable allowances consistent with the 
purposes of the act shall be made for abnormal individual reaction to 
foods, drugs, and cosmetics.” 


Horace Bigelow, General Counsel for the American Drug Manu- 
facturers’ Association (Hearings, pp. 589-595) endorsed the bill and 
urged its passage with one or two minor amendments. He recommended 
that the provision declaring a drug misbranded if its labeling failed 
to bear “complete and adequate directions for use’ placed an unwar- 
ranted and unjustified burden on manufacturers and should require 
only “adequate directions for use under the conditions for which it is 
recommended.” 
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James F. Hoge, appearing on behalf of the Proprietary Association 
(Hearings, pp. 694-702), stated that his client now approved the bill. 
He declared, however, that if the committee should allow a proposed 
amendment “exempting proprietary foods from a disclosure of their 
ingredients, “ *“ * the same exemption be allowed as to drugs.” 
He requested ‘‘that the proposal of the administration for expanding 
the seizure section be rejected. We have nothing but sympathy, Mr. 
Chairman, with any purpose to prevent deception. But when the deter- 
mination of what amounts to deception is left to the Administrator, 
with the power of multiple seizures when he thinks the deception is 
gross, then the amendment gives him powers he should not have under 
a bill as comprehensive as this.” 


In a supplemental statement (Hearings, pp. 744-757); Mr. Camp- 
bell referred to the recommendation made on behalf of the International 
Apple Shippers Association that any trial in connection with regulations 
promulgated by the Secretary should be a trial de novo on both the law 
and facts. Mr. Campbell urged that “The effect of that amendment 
would be to nullify the authorization to promulgate such regulations. 
The question raised is whether these regulations shall be enforceable or 
unenforceable.” With respect to the proposed amendment establishing 
a board of review, he said: 

“There can be no quarrel with the incorporation in a regulatory measure of provi- 
sions adequate for the protection of the honest and the innocent against intemperate 
administrative activities. It is only when they so impede administrative functioning 
that regulation of the dishonest element is definitely retarded or impaired that such 
provisions become objectionable. I know of no regulatory statute which has been so 
studded with provisions for the discouragement of oppressive or ill-advised adminis- 
trative operations as S. 5. It is literally freighted with checks and restrictions against 
improper administration hurtful to honest producers.” 

The House report (H. R. Report No. 2755, Seventy-Fourth Con- 
gress, Second Session) revealed that the House Committee had revised 
the Senate Bill so as to give jurisdiction over advertising to the Federal 
Trade Commission. The Commission was authorized to proceed only 
“by the cease and desist order machinery provided in the Federal Trade 
Commission Act,”” and the bill was changed “‘so that the criminal and 
civil penalties will not apply in the case of false advertisements.” 


The Committee omitted the section in the Senate bill which would 
have given to the district courts jurisdiction to restrain by injunction 
the enforcement of regulations, or to grant injunctive relief from any 
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act or omission of the Secretary or his officers or employees upon a 
showing that the regulation or the act or omission was unreasonable, 
arbitrary, or capricious, or “not in accordance with the facts or the 
law,” and that the petitioner might suffer substantial damage by reason 
of the enforcement of the regulation or by reason of the act or omission. 
The Committee stated that it was not aware of any precedent for such 
a provision ,and that ‘Insofar as it gave the court jurisdiction to decide 
whether the regulation, act, or omission was not in accordance with the 
facts, it was felt that this would constitute the imposition of a nonjudicial 
function upon the court.” The Committee pointed out that “There is 
always an appropriate remedy in equity in cases where an administra- 
tive officer has exceeded his authority and there is no adequate remedy 
of law, and furthermore the Committee is of the opinion that ample 
protection is given by the so-called Declaratory Judgments Act * * *.” 
A provision for hearings before the Secretary on proposed regulations 
was retained, however. 


With respect to the making of multiple seizures, the Committee 
added to the Senate bill an authorization for the making of multiple 
seizures where the Secretary had probable cause to believe that the mis- 
branding was in a material respect false, misleading, or fraudulent. 
The Committee also changed the provision for removals so as “‘to per- 
mit removal to any district adjacent to the district of the claimant's 
principal place of business or to any other district which may be agreed 
upon by stipulation between the parties." As so amended, the bill was 
passed by the House. ; 


The Senate disagreed, however, and the bill went to conference. 
The conferees came to an agreement on all the items in dispute except 
with respect to the most important one, jurisdiction over advertising. 
An attempt to compromise even that item was made, and Senator 


Copeland said:* 


“Mr. President, the conferees on the food and drug bill have been in session all 
day, since 9 o'clock this morning. We find ourselves unable to agree. We are in full 
agreement on all the items of the bill save one, and that is on the question of enforce- 
ment, whether it should be in the Federal Trade Commission or the Food and Drug 
Administration. 

“The House made 39 major amendments in the bill which we passed at the last 
session. We were willing to concede practically all of them. There were four or five 
upon which there were disagreements, but where we were able to choose language we 


* 80 Cong. Rec. 10,514 (1936). 
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did so and came to an agreement. However, when it came to the matter of enforce- 
ment, the House conferees were divided. So far as I am personally concerned, I 
said last year that I would rather have the bill die than to take the enforcement out of 
the Food and Drug Adbzhinistration. 

“During the day today there seemed to be a desire to compromise on that partic- 
ular matter. As a matter of fact, we called in the legislative counsel of the Senate and 
of the House, and together they worked out what on our side of the table we con- 
sidered to be a very happy compromise, leaving all matters relating to health to the 
administration of the Food and Drug Administration and all matters having to do 
with economic problems with the family budget, and practically all matters relating to 
food and cosmetics to be administered by the Federal Trade Commission.” 


In the discussion on the floor of the House, the name of Rexford 
Tugwell was again dragged in to defeat the vesting in the Food and 
Drug Administration of jurisdiction over advertising, for Congressmen 
Sirovich and Reece said:* 


“Mr. Sirovich. Does the gentleman realize that the most important thing upon 
which the health of the people of our Nation is dependent has been given over to the 
Department of Agriculture instead of being kept with the Federal Trade Commission, 
where it properly belongs? We have sacrificed everything for which we fought. 

“Mr. Reece. Absolutely. The issue involved here now is, will Dr. Tugwell, of 
the Department of Agriculture, be given jurisdiction over all the advertising involved 
in this amendment or shall it remain with the Federal Trade Commission, which has 
had jurisdiction over advertising since the Federal Trade Commission was established? 
There was no question but that the House was largely in favor of jurisdiction remain- 
ing in the Federal Trade Commission, a quasi-judicial body, and if orderly procedure 
in the consideration had been followed we would have had opportunity to vote upon 
that. 

“Now, the only way that we can express ourselves on that question is to vote 
against the motion of the gentleman from Texas to recede and concur in the Senate 
amendment. If you want to place the advertising under Dr. Tugwell, and give him a 
whip lash not only over business, but over the press of this country, vote for the 
motion made, but if you want to give it to the Federal Trade Commission, a quasi- 
judicial body, vote against it. [Applause.]” 


The Senate’s amendment was rejected by the House, and the bill 
consequently died. 


Anxious as the Food and Drug Administration was for the passage 
of new legislation, it realized that the demise of S. 5, Seventy-Fourth 
Congress, was not entirely unfortunate. In the Report of the Chief 
of the Food and Drug Administration, 1936, the Administration stated: 

“Regrettable as it is that a modernized law was not enacted, there may be com- 
pensations in the delay. Both the Senate and House bills contained weaknesses that 
would have seriously impaired the effectiveness of enforcement. Many of these re- 


sulted from opposition that was plausible only when the full significance of technical 
phases of the bill was not understood.” 


33 80 Cong. Rec. 10677 (1936). 
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S. 5, Seventy-Fifth Congress, First and Third Sessions 


The bill was succeeded in the First Session of the ensuing Congress 
(Seventy-Fifth) by a revision bearing the same number, S. 5.** It was 
clear that the principal issues remaining were those pertaining to juris- 
diction and control of advertising, the making of multiple seizures, the 
venue of seizure actions, the review of regulations, and whether the 
misbranding provisions of the Food and Drugs Act of 1906, prohibiting 
labeling which was “false or misleading in any particular,” should be 
changed to ban labeling only if “misleading in a material respect.”’ *° 


The bill eliminated the provisions for the establishment of commit- 
tees to aid in the promulgation of regulations. It provided, however, 
for hearings after public notice on proposed regulations. District courts 
were authorized, furthermore, to enjoin the enforcement of any regu- 
lation if it was found “as a fact or conclusion of law * * * that the 
regulation is unreasonable, arbitrary, or capricious, or not in accordance 
with law and that the petitioner may suffer substantial damage by reason 
of its enforcement.” 


In the Senate Report (Senate Report No. 91, Seventy-Fifth Con- 
gress, First Session), the Committee pointed out: 

“This bill has been prepared with three basic principles in mind: First, it must 
not weaken the existing laws; second, it must strengthen and extend that law's protec- 
tion of the consumer; and, third, it must impose on honest industrial enterprise no 
hardship which is unnecessary or unjustified in the public interest.” 

The Committee attempted to meet the controversial subject of the 
control of advertising by providing for the prohibition, by injunction 
only, of advertising which was false or misleading “in any material 
particular’ rather than “in any particular” (except where the advertis- 
ing represented that a drug or device would have any therapeutic effect 
in the treatment of certain specified diseases, such as cancer and tuber- 
culosis). The Committee explained, however: 

“* *  * On the premise that advertisements of foods, drugs, and cosmetics 
are nothing more than extensions of the labeling, this bill proposes that the control 


be vested in the Food and Drug Administration which enforces the provisions on 
adulteration and misbranding. But, it does not have the effect of depriving the Federal 


*% No hearings weve held by the Senate Committee on Commerce or the House Com- 
mittee on Interstate and Foreign Commerce because of the hearings on the predecessor 


bills. 
% See Report of the Chief of the Food and Drug Administration, 1937. 
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Trade Commission of its jurisdiction to proceed against false advertising in such form 
as to make it an unfair method of competition. * * *'™ 

The Committee stated that the bill permitted multiple seizures 
based on misbranding where the misbranding had been the basis of a 
prior judgment in favor of the government or the Secretary had prob- 
able cause to believe, from facts found by him, that the misbranding 
rendered the article dangerous to health. The Committee explained 
that “The only other change of consequence in the seizure provision is 
that when seizures have been made the trial may be held in a district 
of reasonable proximity to the claimant's place of business.” 


About a month later, the Committee submitted an amended report 
(Senate Report No. 152, Seventy-Fifth Congress, First Session) based 
on a revised committee print of the bill. The print authorized multiple 
seizures based on misbranding where the misbranding had been the basis 
of a prior judgment in favor of the government, or the Secretary had 
probable cause to believe, from facts found by him, that the misbranding 
rendered the article “‘actually” dangerous to health or in a material 
respect false and fraudulent, or the product was labeled or advertised 
as a cure or remedy for cancer and various other designated diseases. 


In the debate on the floor of the Senate, Senator Borah offered an 
amendment,*’ which was accepted without opposition, vesting “The 
United States district court wherein the claimant's principal place of 
business is located, or such district court as the parties may agree upon,” 
with jurisdiction to try multiple seizure actions. Many other amend- 
ments were offered, various minor ones accepted, and the bill was passed. 
It was thereupon referred to the House Committee on Interstate and 
Foreign Commerce. 


% The conflict with respect to the jurisdiction over advertising was settled by the 
passage of the Wheeler-Lea Amendments (Act of March 21, 1938, 52 Stat. 111) to the 
Federal Trade Commission Act. During the first session of the Seventy-Fifth Congress, 
the Senate had passed a bill strengthening the Federal Trade Commission Act and 
providing that a cease and desist order could be issued without the necessity of proving 
injury to competition, in order to meet the holding of the Supreme Court in Federal 
Trade Commission v. Raladam Company, 283 U. S. 643 (1931), that proof of such injury 
was necessary under the Federal Trade Commission Act of 1914. The House Committee 
on Interstate and Foreign Commerce, to which the bill was referred, amended the bill 
so as to provide that the dissemination of false advertising of foods, drugs, devices, and 
cosmetics constituted an unfair or deceptive act in commerce under the Federal Trade 
Commission Act, and provided penalties therefor. With the passage of the bill in that 
form, there was no longer any possibility of vesting jurisdiction over advertising in the 
Food and Drug Administration. 


* 81 Cong. Rec. 2011 (1937). 
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Before the bill was reported by the House Committee, an event 
occurred which aided the passage of the bill and particularly the in- 
clusion therein of the “new drug” provisions (now 21 U. S. C. 355). 
During the Fall of 1937, approximately 90 persons died as a result of 
taking a drug known as “Elixir Sulfanilamide-Massengill.” ** Before 
the “elixir’’ was put on the market, it had been tested by its manufac- 
turer for flavor but not for its physical effects. No such tests were re- 
quired by the Food and Drugs Act of 1906. The lethal effect of the 
drug was due to its content of diethylene glycol, which was used as a 
solvent in making a liquid preparation of sulfanilamide, usually admin- 
istered in tablet or powder form. Besides the horrible consequences 
ensuing from the use of the drug, the incident was particularly important 
in conveying to Congress the inadequacies of the existing statute, for, 
as explained by Secretary of Agriculture Wallace in his report to the 
Senate: 

“Since the Federal Food and Drugs Act contains no provision against dangerous 
drugs, seizures had to be based on a charge that the word ‘elixir’ implies an alcoholic 
solution, whereas this product was a diethylene glycol solution. Had the product been 
called a ‘solution,’ rather than an ‘elixir,’ no charge of violating the law could have 
been brought.” 

The House Committee substituted an entirely different and more 
drastic method of judicial review of regulations for that contained in 
the Senate bill. The requirement was added that all evidence be made 
a matter of record. Provision was made whereby a suit to enjoin the 
enforcement of a regulation or to compel its modification could be filed 
in a district court. If this were done, the Secretary was required to 
certify the transcript and record on which the regulation in question 
was based. The court was authorized to enjoin the enforcement of the 
regulation, and “to take such further action as justice may require.” 


The House Report (House of Representatives Report No. 2139, 
Seventy-Fifth Congress, Third Session) pointed out that “The measure 
contains substantially all the features of the old law that have proved 
valuable in promoting honesty and fair dealing. But it amplifies and 
strengthens the provisions designed to safeguard the public health and 
prevent deception * * *.” The House bill authorized the making 
of multiple seizures in cases based on misbranding where there had been 
a prior judgment in favor of the United States, or “where the Secretary 


88 See Senate Document No. 124, Seventy-Fifth Congress, Second Session. 
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has probable cause to believe that the misbranded article is dangerous 
to health or that the labeling of the misbranded article is, in a material 
respect, false or fraudulent." The Committee stated: 


“Section 304 repeats in substance the seizure provision of the present law but in 
order to guarantee against unreasonable and arbitrary exercise of this authority it 
limits to a single interstate shipment, seizure action on misbrandings that are not gen- 
uinely serious and that have not been the subject of a prior court decision in favor 
of the United States. Multiple seizures may be made on adulterations and on mis- 
branding ‘when the Secretary has probable cause to believe that the misbranded article 
is dangerous to health or that the labeling of the misbranded article is, in a mate- 
rial respect, false or fraudulent.’ This represents substantially the administrative policy 
followed by the Department of Agriculture in the more than 30 years the old law 
has been enforced.” 


The Committee adverted to Section 201(n) of the bill as follows:*® 


“This section is also offered as a solution to a difficult legal problem. It is a 
well-known principle of law that a statute providing punishment for the commission 
of an offense must describe the offense with a reasonable degree of certainty. There 
are clear implications in cases arising under the old Food and Drugs Act and other 
laws that Congress may not, by a simple and unqualified prohibition against mislead- 
ing representation, penalize the making of a representation of therapeutic effect regard- 
ing the truth of which expert opinion differs [citing cases]. 


* . * 


“One of the important applications of Section 201(n) relates to this problem. 
If only a few experts regard a label statement of curative value as true but the great 
body of qualified experts in that particular field regard the statement as untrue, then 
there may be substantial ground for concluding that the curative claim is misleading 
unless it is qualified in such a way as to show the existence of conflicting opinion as 
to its truth. Certainly a consumer seeking a remedy for a disease condition has the 
right to know, when it is a fact, that the representations of curative value have only 
a narrow and limited support; and if the labeling fails to reveal that fact, which is a 
material fact in the light of the representations made, then the labeling may be re- 
garded as misleading. However, the misleading character of the label may be cor- 
rected by an appropriate qualifying statement revealing this material fact.” 


In connection with the removal of libel actions, the following state- 
ment was made: 


%® The section (now 21 U. S. C. 321 (n)) plays an extremely important part in the 
interpretation and enforcement of Section 502 (a) of the Act (21 U. S. C. 352 (a)). Much 
emphasis has been placed on 21 U. S. C. 321 (n) as a solution of the constitutional prob- 
lem raised by United States v. Johnson, 221 U. S. 488 (1911), American School of Magnetic 
Healing v. McAnnulty, 187 U. S. 94 (1902), and Seven Cases of Eckman’s Alterative v. 
United States, 239 U. S. 510 (1916). The objective sought and apparently gained by the 
section, however, was to strengthen 21 U. S. C. 352 (a) so that it could approximate 
in effect the broad language of the Supreme Court in United States v. 95 Barrels * * * 
Alleged Apple Cider Vinegar, 265 U. S. 438 (1924). The design of the section was to 
meet the situation presented where some medical opinion, although contrary to the 
prevailing medical opinion, is offered in support of the therapeutic claims made on be- 
half of a drug without a label disclosure that the supporting medical opinion is contrary 
to the prevailing medical opinion. The section is comprehensive enough in scope that it 
may well fill the gap which was apparently left when the ‘“‘palliative’’ provisions of the 
earlier bills were dropped. 
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“The committee amendment contains provisions to permit the removal of seizure 
cases for trial to jurisdictions nearby the claimant's principal place of business. Where 
multiple seizures involving the same issues are pending, the cases may be consolidated 
for trial. Under the Senate provision the cases may be tried in the district in which 
the claimant's principal place of business is located. The committee amendment 
provides that these transfers may be made to a district in a state adjacent to the 
state of the claimant's principal place of business.” 


With regard to the furnishing of samples the Committee said: 


“Section 702 * * * also provides that enforcing officers shall furnish a part 
of the sample upon which a proceeding is based to the interested parties but author- 
izes reasonable exemptions from this provision where the furnishing of a sample is 
impracticable or would defeat enforcement or would impose unreasonable expenditures 
of appropriations for the enforcement of the act. While no such provision as this is 
contained in the existing law, provision has been made in the administrative regula- 
tions for furnishing official samples.” 


The Committee pointed out, with respect to the review of regu- 
lations, that ‘““The committee amendment is silent as to any limitations 
on the court in holding invalid the order of the Secretary. The court 
is thus left free to exercise its right of review to the full extent that 
it may constitutionally do so. A regulation would, of course, be invalid 
if the Secretary failed to observe the procedural requirements as to 
hearing, notice, and the like, or if the order, as specifically required by 
the committee amendment, was not based on substantial evidence of 
record at his hearing, or went beyond or was contrary to the Secretary's 
own finding, or to constitutional or jurisdictional limitations.” 


The Committee also declared, in connection with the section defin- 
ing prohibited acts: 


“Section 301 defines prohibited acts. In general this section denies the channels 
of interstate commerce to products which are adulterated or misbranded or are other- 
wise unsafe for use. In order to extend the protection of consumers contemplated by 
the law to the full extent constitutionally possible, paragraph (k) has been inserted 
prohibiting the changing of labels so as to misbrand articles held for sale after 
interstate shipment.” 


The Committee explained the “new drug” section as follows: 


“Section 505(a) requires new drugs to be adequately tested before they are com- 
mercialized. In order to insure that the tests made have been complete, the intro- 
duction of a new drug in interstate commerce is prohibited unless the manufacturer 
has submitted full information showing that the drug has been adequately tested and 
has not been found to be unsafe for use under the conditions prescribed in the label- 
ing. This is not a license provision, but is intended merely to prevent the premature 
marketing of new drugs not properly tested for safety. One recent outstanding 
instance of the hazards this provision is intended to safeguard against was the 
introduction of an untested elixir sulfanilamide, which claimed nearly 100 lives. 
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“This provision will not put the Federal government into the business of de- 
veloping new drugs, nor will it require the government to duplicate laboratory and 
clinical tests made by responsible manufacturers. The provision merely sets up a 
method for the authoritative review of the manufacturer's tests and will not unreason- 
ably delay the introduction of new drugs in the market. It provides for court review 
of the decisions of the administrative agency adverse to the manufacturer.” 

A strong minority report was submitted (House of Representa- 
tives Report No. 2139, Part 2, Seventy-Fifth Congress, Third Session ) 
which opposed strenuously the provisions for the court review of regu- 
lations. The report revealed that “If a single district judge could be 
found who would issue an injunction against such enforcement, the 
regulation could not be enforced at any place in the United States, even 
though every other district judge in the country had refused to issue 
an injunction. * * * This is an extraordinary extension of juris- 
diction and an extraordinary grant of power never heretofore seriously 
advanced in the entire history of the country.” A copy of a letter from 
Secretary of Agriculture Wallace was attached which stated: 


“It is the Department's considered judgment that it would be better to continue 
the old law in effect than to enact S. 5 with this provision. 


“If there is to be exploration into new fields of administrative law, may I urge that 
it not be in the field of vitally important public health legislation.” 

The minority report also directed attention to the fact that under 
the bill, as it was then worded, “If the manufacturers of the class of 
patent medicines * * * or any substantial proportion * * * 
demanded a public hearing on a proposal to amend or repeal a regula- 
tion * * * the Secretary would have no alternative but to hold 
such a hearing * * *.” 


In the debate on the floor of the House, the principal discussion 
was with regard to the provision for the review of regulations. Con- 
gressman Lea vigorously defended the court-review provision.*® He 
said “We have tried to provide an intelligent, fair, and orderly system 
so that the departments will have rules to go by, so that they will know 
what their rights are and the people will know what their rights are, 
and such a procedure can be safely followed.’’ With respect to the 
introduction of testimony not produced at the administrative hearings, 
Congressman Lea declared: 


“Another objection of the Department of Agriculture was that when the complain- 
ant went into court he was to have the privilege of introducing testimony, although 
he had neglected to produce it at the hearings before the Secretary. This was objected 


# 83 Cong. Rec. 7776 (1938). 
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to on the ground that it was unfair for a man to be silent while the Secretary was 
holding a hearing and then go to court and ask to introduce testimony. The com- 
mittee tried to meet this objection by adopting a provision requiring that when the 
complainant goes into court he must show that the testimony he offers is material, and 
he must show good cause why he did not produce it at the time of the hearings 
conducted by the Secretary.” 

Congressman Mapes stated *! that he was opposed to permitting 
review by the district courts. He attacked the provision authorizing 
the reviewing court to permit a complainant to adduce additional evi- 
dence before it, and pointed out that this appeared to be unique in 
administrative law. Congressman Coffee bitterly opposed the court 
review provision as an emasculation of the bill. He said ** “Should 
the injunction be granted, it would restrain enforcement in every other 
jurisdiction in the United States. This is an extraordinary innovation 
in judicial procedure. There is nothing else like it on the statute books. 
We may well ask what place such experiments have in vital health 
legislation.” An amendment offered by Congressman Mapes, however, 
authorizing review of regulations in the circuit courts of appeals was 
rejected after considerable debate.** 


An amendment proposed by Congressman Lea was agreed to 
which provided that the Secretary should hold hearings upon proposals 
to issue, amend, or repeal regulations “upon an application of any 
interested industry or substantial portion thereof stating reasonable 
grounds therefor,” rather than merely ‘‘at the request of any interested 
industry or substantial portion thereof.’"** The debate clearly revealed, 
also, that the House Committee had agreed that libel actions should 
not be removed to a claimant's home district.** After several minor 
amendments had been accepted, the bill was passed by the House. 


The Senate disagreed with the House amendments, and the bill 
went to conference. As agreed to in conference, the bill made the 
following changes in the House bill:** 


1. Multiple seizures of misbranded articles were permitted when the Secretary 
from facts found, without hearing, by him or any officer or employee of the Department 


1 83 Cong. Rec. /772, 7777 (1938). 

283 Cong. Rec. 7°84 (1938). 

#83 Cong. Rec, 78: 1-7898 (1938). 

83 Cong. Rec. 78% (1938). 

4633 Cong. Rec. 779. (1938). Note, in this connection, House of Representatives Re- 
port No. 2716, Seventy-F fth Congress, Third Session, and Statement of the Managers on 
the Part of the House, pp. 22-23; and 83 Cong. Rec. 9095 (1938). 

“See House of Rep’ esentatives Report No. 2716, Seventy-Fifth Congress, Third 
Session, and Statement of ihe Managers on the Part of the House. 
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of Agriculture, had probable cause to believe that the misbranded article was dangerous 
to health or that the labeling of the article was fraudulent, or would be in a material 
respect misleading to the injury or damage of the purchaser or consumer. 


2. Where the number of libel for condemnation actions based on a charge of 
misbranding was limited to one, the case could be removed to any district agreed 
upon by the parties or to a district of reasonable proximity to the claimant's principal 
place of business, rather than to a district in a state contiguous to the state of the 
claimant's principal place of business. 


3. The consolidation for trial of multiple libel for condemnation proceedings 
involving the same claimant and the same issues of adulteration or misbranding, and 
pending in more than one district, was permitted in a district selected by the claimant 
where one of the proceedings was pending, or in a district agreed upon between the 
parties, or by court order in a district of reasonable proximity to the claimant's principal 
place of business rather than to a district contiguous to the state of the claimant's 
principal place of business. 


4. The House bill and the bill as agreed to in conference required the labels of 
all food products for which no definition and standard of identity had been prescribed, 
and which were made from more than one ingredient, to bear the names of each 
ingredient, except spices, flavorings, and colorings, unless exempted by regulation. 
There was omitted, however, a provision in the House bill which had exempted from 
the requirement proprietary food products, when label disclosures would give informa- 
tion to competitors, on condition that the composition be disclosed to the Secretary. 


5. The House bill provided that drugs and devices which were dangerous to 
health when used in the dosage or with the frequency or duration prescribed, recom- 
mended, or suggested in the labeling would be deemed to be adulterated. This was 
changed so as to constitute the offense one of misbranding. 


6. The House bill, and the bill as agreed to in conference, required the labels 
of all drugs made with more than one active ingredient (except those recognized in 
official compendia), to bear the names of all active ingredients, unless exempted by 
regulations. The conference agreement omitted a provision, however, which ex- 
empted all drugs from this requirement, except with respect to alcohol, if their compo- 
sition had been disclosed to the Secretary. A provision was added requiring label 
disclosure of the name, and quantity or proportion, of bromides, ether, acetanilid, and a 
number of other designated drugs. 


7. Judicial review of regulations was permitted in a circuit court of appeals of 
the circuit of the residence or principal place of business of the person aggrieved. 
The courts were authorized to require the Secretary to take action in accordance with 
law when there was error in an order of the Secretary refusing to issue, amend, or 
repeal a regulation. The findings of the Secretary on the facts, if supported by sub- 
stantial evidence, were made conclusive on the court. Additional evidence, if per- 
mitted, was to be taken before the Secretary, rather than before the Secretary or 
before the court or a master, as provided by the House bill. 


With little debate, the Senate agreed to the conference report. 
In the debate in the House, Congressman Lea,** Chairman of the House 
Committee on Interstate and Foreign Commerce, and one of the con- 


*“ 83 Cong. Rec. 9095 (1938). 
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ferees, explained the change with regard to the authority to make mul- 
tiple seizures for misbranding as follows: 


“There is a change in the bill in regard to libel in cases where there is a repre- 
sentation on the label that is in a material respect false or fraudulent. The conferees 
agreed to change this language so that it reads: ‘would be in a material respect fraudu- 
lent or misleading to the injury or damage of the purchaser or consumer.’ 


“The object of that change was to make it clear that the misleading statement 
which it was intended to prohibit by seizure should be of such character as it might 
mislead a customer or purchaser to his damage. It has in mind consumer protection.’ 


Congressman Lea also discussed the court review provision. He 
said:** 


“Here we provide a requirement that the action of the administrative body shall 
be based upon substantial evidence. When this case goes to the appellate court to 
determine whether or not that agency has properly performed its duties, the upper 
court, among other things, can inquire into these questions: 


“First. Is the regulation warranted by the legislative delegation of power? 


“Second. Does Congress itself have power to grant the power that is exercised 
by the agency? 

“Third. Has the administrative agency complied with the procedural require- 
ments of Congress? 

— * * 

“The regulation that is adopted in this bill in Section (e) of 701, in my opinion, 
is of more importance to orderly procedure and in aid of the government departments 
in passing regulations than the court review section itself. This provision in our bill 
was written before the Supreme Court made its famous decision in the Morgan case, 
but it, in substance, provides that the legislative agency shall do the very things that 
the Supreme Court said they should do in the Morgan case. 


“Fourth. Have the due process requirements of the Constitution been complied 
with? 
. * * 
“Fifth: Have the constitutional requirements as to protection against confiscation 


been regarded? 
_ . . 


“Sixth. Is there substantial evidence to support the findings of the Secretary? 


. * 7 


“Finally, the courts must go into the question of whether the action taken is 
arbitrary, unreasonable, or capricious. 


“They have a right—a duty—to do this under the Constitution and not merely 
on account of our having written that into this bill.” 


Congressman Lea described as follows the function of the courts 
in determining whether the findings of the Secretary were supported by 
“substantial evidence” :** 


#883 Cong. Rec. 9096 (1938). 
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“For this purpose the court must determine whether or not there is substantial 
evidence to support the findings made by the administrative agency. This goes into 
the question of materiality. It goes into the question whether or not the information 
furnished is essential and important. When we use that language we mean what the 
word ‘substantial’ means in the ordinary affairs of life. It must be important, substan- 
tial, and material. It must answer the requirements of the act. In other words, the 
court is not debarred from going into the facts to ascertain if there is substantial evi- 
dence because there is evidence that is merely colorable, seeming, or merely nominal. 
It means an honest-to-God review by the court for the purpose of performing its 
function of protecting the law against the legislative or the executive departments of 
the government * * *.” ‘i 


Congressman Lea pointed out that the review section provided for 
a review of “a negative order” of the Secretary. He stated:* 


“At the present time the law affords no remedy against a negative order, for 
instance, refusing a permit under the emergency permit section of this law, or refusing 
to take any action to remedy an unwarranted provision of a regulation promulgated 
under this proposed act. When this bill is enacted, the interested person who has a 
case will have a right to a hearing, and, in case there is an adverse order, a court 
review on the question of a negative order. 

* _- * 

“* * * This is a new feature of administrative law and I believe a very 
important and sensible one. If the Secretary refuses to act when the evidence shows 
that it is his duty to act, or to repeal an unlawful or an unwarranted finding, that 
would be subject to review by the courts.” 


After further brief debate, the conference report was agreed to by 
the House. At long last, with the affixing of President Roosevelt's 


signature to the bill, the Federal Food, Drug, and Cosmetic Act became 
law.°° [The End] 


# 83 Cong. Rec. 9096-9098 (1938). 

® In view of the controversies which developed at the hearings on the various bills, 
the present attitude of the food industry (as well as the drug industry) towards the 
statute and the Food and Drug Administration is interesting. In presenting the Eleventh 
Annual Scientific Award of the Grocery Manufacturers of America, Inc. to the Food and 
Drug Administration on November 8, 1945, Mr. Charles Wesley Dunn, the Genera] Coun- 
sel of the Association, stated in part: 

‘In the course of time the administration of the original national food law was 
vested in the Food and Drug Administration, formerly of the United States Department 
of Agriculture and now of the Federal Security Agency; and Mr. Walter G. Campbell 
became its chief. In 1932 Mr. Campbell instituted action in Congress, sponsored by 
Senator Copeland of New York, to enact a new and better national food law, which 
succeeded in 1938, when the present Federal Food, Drug, and Cosmetic Act was placed on 
the statute books. We are proud to say that the food industry collaborated with Mr. 
Campbell and Senator Copeland to enact this law; and that it is the most modern and the 
strongest national food law enacted by any nation. In its long-range historic conception 
this law developed out of the early English common law on food; and in its broad social 
significance it is an essential instrument of the food industry to assist it in rendering 
a maximum dietary and health service to our people. And this law is now administered 
by the Food and Drug Administration under the able direction of Dr. Paul B. Dunbar. 
Dr. Dunbar has been associated in the administration of the national food law, for 
nearly 40 years; he was an associate of Dr. Wiley; and he was a colleague of Mr. 
Campbell. And the best tribute we can pay to him is to say that his administration of 
this law is a model of federal law administration, for efficiency, fairness and a due regard 
for the welfare of all concerned."’ 
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HARMACOPOEIAS and formularies from very early times have 
Pree an important and significant influence upon the establishment 

and observance of drug standards. The early standards for drugs, 
however, were not at all comparable to those of today. That could not 
be expected. Standards for drugs of any period are always limited by 
the stage of development of the collateral sciences upon which they 
depend. The development of new standards for established drugs, and 
the discovery of new drugs, have closely paralleled the advancements 
in science. On the other hand, the search for a better knowledge of 
drugs has frequently contributed to the advance of science in general, 
and to chemistry and pharmacology in particular. 


Early pharmacopoeias and formularies could do little more than 
provide uniformity of titlés for botanical drugs and the few available 
medicinal chemicals, methods of preparation for the latter, and uni- 
formity of formulas for dosage forms of these drugs. 
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The events leading to the publication of the National Formulary 
and its progress since the appearance of the first edition illustrate a 
phase in the evolution of drug standards. When the American Phar- 
maceutical Association was organized in 1852, the only authoritative 
and generally recognized book of drug standards available was the 
third revision of the Lnited States Pharmacopoeia. It had been started 
in 1820 by physicians to serve as “a therapeutic guide to the medical 
profession.” As such, its scope, then as now, was restricted to drugs 
selected by representatives of the medical profession, and believed by 
them to possess the greatest therapeutic merit. This selectivity has 
always prevented recognition by the United States Pharmacopoeia of a 
large number of drugs which, judged by the extent of actual prescribing 
by physicians, must possess useful therapeutic properties. This phar- 
macopoeial selectivity is largely responsible for the origin and develop- 
ment of the National Formulary, and is the reason there are two officiui 
drug compendia today. 


The idea of a National Formulary for use in the United States is 
nearly as old as the American Pharmaceutical Association. This asso- 
ciation of pharmacists in its constitution adopted in 1852 included among 
its objectives the following: 

“(a) To improve and regulate the drug market by preventing the importation of 
inferior, adulterated or deteriorated drugs and by detecting and exposing home adultera- 
tions. (b) To improve the science and art of pharmacy by diffusing scientific knowl- 
edge among pharmacists and druggists, fostering pharmaceutical literature, developing 
talent, stimulating discovery and invention, encouraging home production and manu- 
facture in the several departments of the drug business. (c) To uphold standards of 
authority in the education, theory, and practice of pharmacy. (d) To create and main- 
tain a standard of professional honesty equal to the amount of our professional know!l- 
edge with a view to the highest good and greatest protection to the public.” 


One means of partially activating the objectives quoted was to 
promote the standardization of names and formulas for dosage forms 
of drugs not described elsewhere. It is therefore not surprising to find 
that as early as 1856 an American Pharmaceutical Association com- 
mittee was appointed to develop plans for the compilation of standards 
for dosage forms not included in the United States Pharmacopoeia 
of that period. During several ensuing years such a committee was 
continued, but plans for a formulary entirely acceptable to the Associa- 
tion were not presented. In the meantime, a book on Elixirs by John 
Uri Lloyd, and the New York and Brooklyn Formulary for local use 
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were published in 1883. Pharmaceutical interest in these books stimu- 
lated the Association to intensify its efforts to produce a formulary, and 
in 1888 the first edition of the National Formulary was published under 
the title National Formulary of Unofficial Preparations. 


The designation “Unofficial Preparations” in the title was adopted 
because the Pharmacopoeia had earlier appropriated the term “‘official”’ 
as applying to the drugs for which it provided standards. The title of 
the publication was changed to National Formulary when, by the terms 
of the Federal Food and Drugs Law of 1906, both the Linited States 
Pharmacopoeia and the National Formulary were designated as official 
compendia. 


The First Three Editions of the National Formulary 


The first edition of the National Formulary was a book of formulas 
for widely used dosage forms of that period such as elixirs, emulsions, 
fluid extracts, tinctures, solutions, syrups, and many others. At the time 
of its publication, there was no Federal or state food and drugs laws 
requiring adherence to National Formulary standards of nomenclature 
and composition of dosage forms. Despite the lack of legal compulsion 
the National Formulary, like the United States Pharmacopoeia, did 
much to promote uniformity in many drugs and preparations distributed 
under distinctive names. When the Federal Food and Drugs Law was 
passed in 1906, the National Formulary was well established, and it 
was natural that its standards should be recognized by the terms of that 
Act as those with which drugs described therein must comply. New 
editions representing minor revisions were published in 1896 and in 1906. 


The Fourth and Fifth Editions of the National Formulary 


A fourth edition, the first after the passage of the 1906 Federal 
Food and Drugs Law, was published in 1916. This edition marked a 
turning point in the scope of the National Formulary, and established a 
pattern for its future policies which has resulted in its development into 
a book of modern standards for drugs. 


In the 1916 edition, standards of identity, strength, quality, and 
purity, in addition to distinctive titles and formulas, were introduced 
into many of the monographs. In that edition, specifications for basic 
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drugs as well as dosage forms were included on a much larger scale 
than previously. Official formulas for a limited number of parenteral 
solutions under the class title ‘““Ampuls’’ were published for the first 
time in the National Formulary. The fifth edition, published in 1926, 
did not differ materially from the preceding edition. 


* The Sixth and Seventh Editions of the National Formulary 


In 1929, the Council of the American Pharmaceutical Association 
elected a new Committee on National Formulary. Under the capable 
direction of the Chairman of this Committee, Professor E. N. Gather- 
coal, a program was inaugurated and carried out which resulted in more 
far reaching changes and greater progress in the technique of revising 
the National Formulary than in any comparable period. Soon after tHe 
Committee was organized, a number of surveys were initiated and com- 
pleted. One of the surveys determined the number of prescriptions 
compounded annually in pharmacies in the United States. Another 
survey, involving the reading of more than 120,000 prescriptions in 
different parts of the United States, was designed to determine the 
extent of use of all drugs prescribed by physicians. The results of 
these surveys, along with those of six earlier surveys, were published 
by the American Pharmaceutical Association in book form under the 
title, The Prescription Ingredient Survey. 


The results of the complete survey were used as a basis for deter- 
mining admissions to the sixth edition of the National Formulary. As 
a result, that edition, published in 1936, presented one of the most 
complete revisions in its history. One of the outstanding features of 
the sixth edition was the inclusion of monographs on a large number 
of ampuls and tablets with adequate standards of identity, strength, 
quality and purity, thus recognizing modern trends in dosage forms 
which previously had been neglected by the official compendia. The 
members of the Combined Contact Committee of the American Drug 
Manufacturers Association and the American Pharmaceutical Manufac- 
turers Association made outstanding contributions in the development 
of standards for ampuls and tablets. Without the cooperation of this 
group, the development of more than 75 new and significant mono- 
graphs might not have been possible. 

This accomplishment alone was sufficient to place the sixth edition 
in a class by itself, but many additional improvements were incorpo- 
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rated. As a result of the survey, admissions for the first time were 
placed on a scientific basis. An unusually large number of obsolete 
drugs were discontinued, and numerous additional chemical, biological, 
and proximate assays were developed and introduced. 


By the time of the appearance of the sixth edition, it was evident 
that a new Federal Food, Drug, and Cosmetic Act, replacing the 1906 
law, would be enacted. The history of Federal food and drug legisla- 
tion has been adequately described in the September, 1946, issue of 
Food Drug Cosmetic Law Quarterly. Plans in connection with this 
legislation indicated that a greatly strengthened and more comprehen- 
sive Federal Food, Drug, and Cosmetic Act would place greater sig- 
nificance and importance upon official drug standards than obtained 
under the 1906 law. Despite the improvements in the National For- 
mulary, it became apparent soon after its publication that, in view of 
the legislative program relating to drugs, many of the standards still re- 
quired revision. Accordingly, the Committee on National Formulary 
immediately began a study of the specifications in the new edition which 
were not entirely satisfactory. 

Prior to 1936, the work incidental to the establishment of National 
Formulary standards was done voluntarily and gratuitously by the 
members of the Committee. The problems which evolved in connection 
with the sixth edition were so extensive that it was necessary to inaugu- 
rate a new and more efficient procedure whereby inadequate standards 
could be investigated and corrected more promptly than had previously 
been possible. Provision was made by the American Pharmaceutical 
Association for the establishment of a well equipped laboratory to serve 
as a clearing house for the research necessary in the establishment of 
adequate drug standards. This laboratory was installed in the Head- 
quarters building of the Association in 1938, and since that time its 
staff has devoted practically all of its efforts toward the development 
and improvement of official specifications for drugs. 


Other changes in policy relating to the National Formulary, adopted 
or inaugurated by the Council of the American Pharmaceutical Asso- 
ciation after the publication of the sixth edition, included provision 
for the issuance of interim revision supplements, the publication of the 
Bulletin of the National Formulary Committee, provision for issuance 
of the National Formulary at 5-year instead of 10-year intervals, and a 
change in the organization of the Committee. 
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By means of interim revision supplements, necessary corrections 
in the sixth edition monographs were issued as promptly as the need 
could be established. The Bulletin of the National Formulary Com- 
mittee, issued as a periodical upon a subscription basis, was used for 
the dissemination of all information concerning the National Formulary. 
In this Bulletin, since 1938, all proposed standards for National Formu- 
lary drugs have been published at least once in a preliminary form 
prior to definite adoption. By this procedure, all who are interested in 
official drug standards which appear in the National Formulary have 
an opportunity to comment and offer criticisms before the specifications 
become official. This practice has been highty beneficial not only to 
the drug industry, but also to the Committee on National Formulary, 
in developing adequate and workable standards for drugs. 


The decision to issue revisions of.the National Formulary at 5-year 
instead of 10-year intervals was necessary because of the rapid advance- 
ments and changes in the types of drugs employed. When the principle 
of more frequent revisions was adopted, the revision program was placed 
on a continuous basis, and activated by the provision for a Committee 
consisting of an executive Committee of ten members with a chairman 
to serve as a full time employee of the American Pharmaceutical Asso- 
' ciation. This small executive Committee with power to act has made 


it possible to issue interim revision supplements promptly, and has 
promoted the smooth functioning of a continuous program. 


A Committee was elected under the new design of organization 
in 1939. When this Committee began to function early in 1940, it 
found that plans for the seventh edition had been well advanced by the 
previous Committee. The seventh edition, published in 1942, was for 
the most part an extension of the sixth edition, but with many new 
specifications added, and unsatisfactory standards corrected. The 
seventh edition also included a much enlarged and thoroughly revised 
section on materials and preparations for use in the clinical laboratory. 
In the process of revision, several sixth edition National Formulary 
monographs were transferred to the United States Pharmacopoeia, and 
the majority of the eleventh edition LInited States Pharmacopoeia mono- 
graphs not admitted to the twelfth edition were incorporated in the 
seventh edition of the National Formulary in order to provide for the 
continuance of official standards. In connection with the seventh edition 
it was necessary to issue five supplements. The issuance of the supple- 


Page 582 Food Drug Cosmetic Law Quarterly— December, 1946 





ments provided for the most part for replacements of drugs and phar- 
maceutical necessities employed in National Formulary preparations 
which became unavailable because of the war. 


The Eighth Edition of the National Formulary 


Immediately after the publication of the seventh edition in May, 
1942, work was started on its revision. Surveys of limited scope were 
conducted to aid the Committee in reaching decisions on deletions and 
new admissions for the eighth edition. When final decisions on these 
questions were made during the early part of 1944, it became apparent 
that again the National Formulary was to undergo a more extensive 
revision than at any time in the past. It was decided to discontinue 
official standards for a number of drugs, mostly of botanical origin, 
which had become obsolete. Approval of the admission of approxi- 
mately 100 new drugs was given by the Committee. The staff of the 
American Pharmaceutical Association Laboratory, assisting the members 
of the Committee and other collaborators, then developed tentative speci- 
fications which were published in the Bulletin of the National Formulary 
Committee. Since all specifications were based upon the results of 
extensive laboratory investigation, few adverse criticisms were received, 
this again illustrating the advantage of available laboratory facilities 
for any drug standardization project. In addition to admitting, previ- 
ously unofficial drugs, the Committee also voted to continue official 
recognition of a large number of Pharmacopoeial drugs not admitted to 
the thirteenth edition of the Linited States Pharmacopoeia. 


The eighth edition of the National Formulary, the second published 
under the plan adopted in 1930 for more frequent revisions, was pub- 
lished November 25, 1946. The provisions of the new standards will 
become effective April 1, 1947, thus giving pharmacists time to familiarize 
themselves with the new edition, and pharmaceutical manufacturers an 
opportunity to make necessary changes in labels before compliance with 
the standards is compulsory. 


Admissions of drugs to the eighth edition were based not only on 
therapeutic value, but also upon extent of use. In addition to extensive 
changes in content of the National Formulary, numerous editorial 
changes, including the transposition of Latin and English titles, and a 
greater emphasis upon metric weights and measures, were made. The 
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eighth edition represents the results of four years of planning and work 
by the members of the Committee, the staff of the American Pharma- 
ceutical Association Laboratory, and hundreds of collaborators. The 
use of the book as a legal standard for certain drugs has been con- 
stantly kept in mind during the preparation of this last revision. 


Significance of the National Formulary 


From the foregoing account of the origin and development of the 
National Formulary, the policies governing its revision, and its obliga- 
tion in reference to its function as a book of legal standards for drugs, 
it is apparent that its significance is somewhat complex. In the begin- 
ning, the National Formulary served as a convenience to practicing 
pharmacists by providing uniform names, uniform formulas and working 
directions for the small scale manufacture of pharmaceutical prepara- 
tions frequently prescribed by physicians. 


Until 1906, when it was designated as one of the two official com- 
pendia by the terms of the Federal Food and Drugs Law, the function 
and significance of the National Formulary remained unchanged. The 
provisions of the 1906 law and the Federal Food, Drug, and Cosmetic 
Act of 1938, however, have increased the obligation of those responsible 
for the revision of the National Formulary, and have added greatly to 
its significance. 


The position of the National Formulary as a book of legal stand- 
ards for drugs is made clear by a consideration of the authority con- 
ferred upon it by the 1938 Federal Food, Drug, and Cosmetic Act. 
This statute requires that drugs purporting to be those listed in the 
National Formulary must conform to the standards of strength, quality 
and purity prescribed by that compendium. All determinations of these 
standards must be made in accordance with the methods described in the 
text. Variations from these standards are permitted when the labeling 
requirements are met. 


The same section (501(b)) of the Act confers authority upon the 
Administrator to prescribe tests where none have been provided or 
where those described are, in his opinion, insufficient. Before the Ad- 
ministrator can take such action, however, he must first call to the atten- 
tion of those responsible for the revision of the National Formulary 
the need for additional or more adequate tests. He may then proceed 
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only after a reasonable time has elapsed, and the revision committee has 
failed to provide adequate tests or methods of assay. Thus, while 
considerable authority to promulgate standards is conferred by the Act 
upon the American Pharmaceutical Association and its Committee on 
National Formulary, adequate checks and safeguards against arbitrary 
or scientifically unsound specifications are also provided. 


Another section of the Federal Food, Drug, and Cosmetic Act 
(502(g)) provides that a drug shall be deemed to be misbranded if it 
purports to be an official drug unless it is packaged and labeled as pre- 
scribed in an official compendium. The method of packing may be modi- 
fied only with the consent of the Administrator. 


It is interesting to note that while the Federal Food, Drug, and 
Cosmetic Act confers authority upon the National Formulary to estab- 
lish official standards for drugs, it does not prescribe procedures by 
which this is to be accomplished. This is in marked contrast to the 
terms of the authority conferred upon the Administrator to make rules 
and issue regulations. The Committee, however, does not take undue 
advantage and has no intention of taking undue advantage of the lack 
of any specific procedural direction for developing and adopting official 
standards for drugs. All problems under consideration by the Com- 
mittee and all specifications before final adoption are published in the 
Bulletin of the National Formulary Committee, which has been men- 
tioned previously. In addition, galley proof and page proof are widely 
circulated to representatives of the drug industry, the Food and Drug 
Administration officials, and others who are interested in the nature of 
official drug standards. Representatives of the National Formulary also 
meet regularly with the Combined Contact Committee of the American 
Drug Manufacturers Association and the American Pharmaceutical 
Manufacturers Association. Thus representatives of the drug industry 
are given every opportunity to familiarize themselves with proposed 
standards well in advance of their final publication. 

All suggestions received from any source, concerning what certain 
National Formulary standards should be and wherein such standards 
fail to accomplish the purpose for which they are intended, are given 
careful and judicial consideration by the Committee. These policies 
will be continued and possibly extended in the future to include open 
conferences comparable to the public hearings held by the Food and 
Drug Administration before issuing rules and regulations. 
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It should be emphasized that while the relationship between the 
Food and Drug Administration and the Committee on National For- 
mulary is most cordial, the Administration is particularly meticulous in 
avoiding an expression of its views on what official drug standards 
should be. Administration officials, however, are especially helpful in 
pointing out ambiguities, and inadequacies of tests and assays, which 
might result in a failure to accomplish the purpose intended by the 
Committee. 


From this brief account of the relationship between the Federal 
Food, Drug, and Cosmetic Act and the National Formulary, its impor- 
tance and significance in the field of drugs are indicated. The publica- 
tion also renders a distinct service to pharmacists and pharmaceutical 
manufacturers by providing specifications for the procurement of drugs 
used in dispensing, prescription compounding, and manufacturing, and 
formulas and working directions for the preparation of dosage forms. 
By providing high standards for drugs formerly protected by patent it 
renders a service to the manufacturer, to the public and to law enforce- 
ment agencies. It provides standards for use by state and Federal 
Food and Drug Administration officials in their enforcement programs, 
and thus simplifies their procedures. Last, but not least, all of the 
activities and functions of the National Formulary add up to a dis- 
tinctive and important service to the public. In the opinion of many 
this has come to be its most important and outstanding function. 


Future of the National Formulary 


If the future of the National Formulary can be predicted in the 
light of its history during the past 58 years, it may be expected to adapt 
itself to changing events, and to follow trends in pharmacy and in 
medicine. It is the intention of the Committee on National Formulary 
to continue the development of more adequate standards for drugs, and 
with each succeeding revision to produce a National Formulary of 
greater significance and usefulness than in the past. 


As drugs become obsolete they will be eliminated from the text. 
As new drugs are developed and become established, standards will 
be provided for them as long as such standards appear to serve a useful 
purpose. As rapidly as improved methods of assay and testing become 
available, they will be applied to the official specifications for drugs 
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included in the National Formulary. Every effort will be made to ex- 
tend the service rendered to the practicing physician and pharmacist, 
the pharmaceutical manufacturer, state and Federal Food and Drug 
Administration officials, and the public. 


The present Committee is conscious of its obligations and respon- 
sibilities as an agency designated first by a Federal law and later by 
numerous state food and drug laws to establish standards for drugs. 
With the provision for the issuance of interim revision supplements, the 
use of the facilities of a laboratory with a staff competent to develop 
standards, and with the cooperation of those who have to comply with 
National Formulary standards, and those who have to enforce official 
specifications for drugs, there seems to be no reason why the National 
Formulary should not be expected to assume an ever increasing respon- 
sibility, and continue to render a most useful service. [ The End] 





THERAPEUTIC EVALUATION 
OF NATIONAL FORMULARY DRUGS 


A therapeutic evaluation survey of N. F. VIII 
drugs has now been completed. Members of the 
Subcommittee on Pharmacology and Posology of 
the Committee on National Formulary and six 
additional prominent physicians were asked to 
cast a vote for each drug admitted to N. F. VIII 
indicating whether the drug is a “useful drug,” 
“deserving of wider use,” ‘‘not objectionable but 
adds to the multiplicity of drugs of similar use,” 
“of questionable value,”’ or “its use should be 
discouraged.” 


It is significant, from the results tabulatea, 
that 61.4 per cent of all drugs in the Nationa 
Formulary fall within the first three voting cate- 
gories. Of the remaining 38.6 per cent, 22.4 per 
cent are evaluated as questionable or unfavorable 
and 16.2 per cent fall within the last two voting 
categories. Bulletin of the National Formulary 
Committee, September-October, 1946. 
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is condemned by Section 301 (a) of the Federal Food, Drug, and 

Cosmetic Act. Drugs listed in an official compendium are 
deemed to be adulterated if they fail to comply with the standards set 
forth in such compendium. These standards have been established 
neither by Congress nor by an administrative agency created by Con- 
gress, but rather by privately incorporated groups. Under these cir- 
cumstances statutory compliance cannot be measured against standards 
found within the four corners of the statute. Since the test for adultera- 
tion under Section 501(b) of the Act depends upon standards estab- 
lished by non-governmental agencies, an inquiry into the validity of 
such standards is invited. 


While the general problem is outlined in the opening paragraph of 
this paper, a careful study of the subject requires that the specific statu- 


‘Tee SHIPMENT of adulterated drugs in interstate commerce 


121 U.S. C. A. 301-392. 
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tory provisions relative to the question be kept clearly in mind. The 
statutory definition of the term “official compendium,” as stated in 
Section 201(j) of the Act, is 

“the official United States Pharmacopoeia, official Homeopathic Pharmacopoeia of the 
United States, official National Formulary, or any supplement to any of them.” 
Under Section 501(b) of the Act, a drug listed or recognized in an 
official compendium is deemed to be adulterated if “its strength differs 
from, or its quality or purity falls below, the standard set forth in such 
compendium.” * Hereinafter, standards applicable to drugs listed in an 
official compendium will be referred to as ‘‘official standards” and drugs 
listed in an official compendium will be referred to as “official drugs.” 


While the Act purports to adopt the standards set forth in an 
official compendium, it makes no reference to the bodies charged with 
the responsibility of establishing the standards for publication in such 
compendium. But each official compendium contains a statement of 
the relevant facts concerning its origin and function. For example, an 
examination of the LInited States Pharmacopoeia (hereinafter referred 
to as the “Pharmacopoeia’’) discloses that it is published, distributed and 
sold by the United States Pharmacopoeial Convention; that the United 
States Pharmacopoeial Convention is a corporation organized in 1900 
under the laws of the District of Columbia with its membership consist- 
ing of its incorporators together with delegates chosen by medical, 
pharmaceutical and governmental associations and agencies as prescribed 
in its constitution and by-laws; that the standards for drugs listed in 
the Pharmacopoeia are established and revised by the Committee of 
Revision which is elected at the regular meetings of the Convention 
held every ten years; and that the constitution and by-laws are subject 
to amendment by a vote of the membership in accordance with the 
manner prescribed in the constitution and by-laws. 


Referring again to the language of Section 501(b) of the Act, it is 
apparent that for the purpose of determining the question of adultera- 
tion, Congress has purported to adopt all standards set forth in an 
official compendium, including standards existing at the time of the 
legislative enactment together with standards to be adopted in the future, 
and without regard to whether any such standard meets any of the 

? Under a succeeding clause in Section 501(b) variations from the official standards 
of strength, quality and purity are permitted, if the difference from such standards is 


plainly stated on the label. This clause, known in the drug trade as the ‘‘variation 
clause,"’ will be discussed in a subsequent section of this paper. 
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fundamental tests of reasonableness, certainty or scientific accuracy, or 
whether the standard bears any reasonable relation to the purposes of the 
statute or to its orderly administration. 


At first glance it would seem that the device chosen by Congress 
for the establishment of standards for drugs listed in an official com- 
pendium is clearly an abuse of the Congressional function. Here would 
appear to be a perfect example of unlawful delegation of legislative 
power. No general standards appear to be prescribed by Congress 
for guidance in the creation of specific standards for specific drugs and 
no limitations have been prescribed by Congress in respect of the types 
of standards which may be incorporated in an official compendium. 
Moreover, it is arguable that even if it could be found that Congress 
has, in fact, established general standards within the frame-work of 
which official standards must fit, nevertheless the establishment of such 
standards by non-governmental bodies would, in and of itself, be suffi- 
cient to strike them down. 


But, it is submitted, the problem does not admit of such a simple 
and sweeping solution. Viewed in its proper perspective, the Act does 
not delegate any power or authority to the bodies responsible for estab- 
lishing and revising official standards. The effect of Section 501 (b) 
is simply to require truthful labeling in regard to the composition of 
official drugs. But if this view of the problem is not accepted and if it 
should be held that official standards are established pursuant to author- 
ity delegated by Congress, then it is submitted that the delegation is 
proper and the standards are valid, except to the extent that they fail 
to meet fundamental tests of reasonableness and certainty. The balance 
of this paper will be devoted to a discussion of the two propositions 
stated above, followed by comments of general application. 


[ 
Effect of Section Is Simply to Require Truthful Labeling 


In determining the true practical effect of Section 501(b), it is 
important to keep in mind that it constitutes a definition of adulteration 
applicable to official drugs. Other definitions of adulteration applicable 
to both official and non-official drugs are found in Sections 501(a) and 
501(d), while Section 501(c) constitutes a definition of adulteration 
applicable only to non-official drugs. A reading of the various sub- 
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sections of Section 501 discloses that adulteration, as therein defined, 
covers a variety of conditions not embraced within the usual definition 
of the term. For example, in its ordinary and usual sense adulteration 
is the act of corrupting, debasing or making impure by the admixture 
of a foreign and inferior substance.* But it is well settled that law- 
makers are not bound by dictionary meanings and are free to formulate 
their own definitions for terms used in a statute. Thus, under Section 
501 of the Act a drug is adulterated if it is prepared, packed or held 
under insanitary conditions, or if it contains an uncertified coal-tar color, 
or, in the case of official drugs, if it differs in strength, quality or purity 
from official standards, or, in the case of non-official drugs, if it differs 
in strength, quality or purity from the standards it purports to possess. 
Under this statutory definition of the term, a drug is adulterated if it 
does not conform to the standards it purports to possess, or, to rephrase 
the statement, if it is not what its label represents it to be. This ex- 
panded definition of adulteration overlaps both the commonly accepted 
and the statutory definition of misbranding since, if a drug is adulterated 
because its standards fail to conform to the standards professed for it, its 
label would be false and misleading within the meaning of Section 
502(a).4 

Since Congress is free to formulate its own definitions, there can be 
nothing wrong with decreeing that a drug is adulterated if its label is 
false or misleading. If a drug purports to be or is represented as an 
official drug, it obviously professes to meet official standards, and if it 
fails to do so, it is no less adulterated than a non-official drug which 
fails to meet the standards professed for it on its label. Thus a careful 
analysis of the problem reveals that the test for adulteration of official 
drugs under Section 501(b) is essentially identical with the test pre- 
scribed for non-official drugs under Section 501(c). Viewed in this 
light, the sole problem is one of statutory construction; as a matter of 
law, does a drug sold under a name listed in an official compendium 
purport to be an official drug, and does it purport to conform to official 
standards? It is thought that the answers to these questions must be in 
the affirmative, both as a matter of logic and of precedent. 

The similarity between the problems arising under Section 501 (b) 
and those arising under Section 401 of the Act has been discussed briefly 

* 2 Corpus Juris 1. 


*It might also be urged that the drug is misbranded under Section 502(i)(3) as a 
drug offered for sale under the name of another drug. 
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in an article appearing in a previous issue of this Quarterly. Under 
Section 401, the Administrator is authorized, under certain circum- 
stances, to establish standards of identity for foods under their common 
or usual names. Section 403(g) provides that a food is misbranded: 
“if it purports to be or is represented as a food for which a definition and standard of 


identity has been prescribed by regulations as provided by Section 401, unless (1) it 
conforms to such definition and standard. . 


The United States Supreme Court has held that a standard for 
Enriched Farina prescribed by the Administrator under Section 401 is 
valid, even though it fails to permit the sale of a truthfully labeled prod- 
uct consisting of Farina to which has been added a small quantity of 
Vitamin D. The question there involved was solely one of validity of the 
standard, but it was agreed by the parties that if the standard were 
valid, the sale of a product truthfully labeled ‘Farina Enriched with 
Vitamin D” would be unlawful.* Similarly, the courts have held that a 
product labeled ““Tomato Catsup with Preservative’’ purports to be 
“Tomato Catsup” and that it is misbranded since the standard of identity 
established for Tomato Catsup fails to permit the addition of a pre- 
servative.’ 

The Farina and Tomato Catsup cases are authority for the propo- 
sition that a food sold under a name for which a standard of identity 
has been established purports to be the food for which such standard 
has been established even though a difference from the standard is 
indicated on the label. A fortiori, a drug sold under a name recognized 
in an official compendium purports to be an official drug and also pur- 
ports to comply with the official standards, unless its label bears a state- 
ment disclosing the manner in which it differs from such standards as 
permitted by the variation clause in Section 501(b).° 

Thus, the essence of Section 501(b) and Section 501(c) is simply 
a requirement for truthful labeling. No delegation of legislative power 
is involved. Revisions of official standards devised after the enactment 
of the statute are of no particular significance, since the requirement for 
truthful labeling is of continuing importance. Under Section 501(c), 
a non-official drug must conform to the standards established by its 


5 Markel, ‘‘Federal Food Standards,’’ Food Drug Cosmetic Law Quarterly, Volume 1, 
p. 28 at 47. 

* Federal Security Administrator v. Quaker Oats Co., 318 U. S. 218 (1943). For a 
scholarly discussion of this case see Markel, Federal Food Standards, supra, note 5. 

' Libby, McNeill & Libby v. United States, 148 F. (2d) 71 (1945). 

® See United States v. 5 One-Pint Bottles and 23 One-Gallon Bottles of Elixir Terpin 
Hydrate and Codeine, 9 F. Supp. 999 (1934). 
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manufacturer and obviously the manufacturer is free to revise such stand- 
ards from time to time. It would be preposterous to contend that this 
is tantamount to a delegation of legislative authority to the manufacturer. 
Likewise, the Revision Committee of the Pharmacopoeia does not derive 
its power and authority from Congress. It is charged under the con- 
stitution and by-laws of the United States Pharmacopoeial Convention 
with the duty and responsibility of establishing and revising standards 
for U. S. P. drugs and it has been engaged in the administration of this 
function since 1820. The first Federal Food and Drugs Act was en- 
acted in 1906 and the current Act was adopted in 1938. Prior to 1906 
the Pharmacopoeia enjoyed a wide acceptance in the drug trade as an 
authoritative reference work on drug standards and it has continued to 
enjoy this reputation. 

Congress, in both 1906 and 1938, took notice that a large and 
important class of drugs had been standardized by inclusion in an 
official compendium. It was therefore competent for Congress to say 
that official drugs must comply with both existing and future official 
standards, since otherwise their labels would be misleading to purchasers. 
Since the effect of Section 501(b) is merely to require truthful labeling, 
there can be no question of delegation of legislative power. 


II 


Incorporation of Existing and Future Official Standards Does Not 
Involve Improper Delegation of Legislative Authority 


If it should be held that Section 501(b) involves something more 
than a mere requirement for truthful labeling of official drugs, then it is 
submitted that the incorporation of existing and future official standards 
does not involve improper delegation of legislative authority. 


In the first instance, it is necessary to distinguish between stand- 
ards existing at the date of the enactment of the 1938 Act and standards 
devised or revised subsequent to that date. As to the former, no delega- 
tion can be involved since standards then existing were incorporated 
into the Act by reference. This is a perfectly proper legislative device.°* 


It is only as to standards established or revised subsequent to the 
enactment of the Act about which a question of delegation may arise. 


®See the cases cited in notes 11, 12 and 13, and also Reed, Is Referential Legisla- 
tion Worth While, 25 Minn. L. Review 268 (1941). 
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The definition of the term official compendium in the Act precludes the 
possibility that the Act might be interpreted, as a matter of statutory 
construction, to apply only to the compendium in existence at the date 
of enactment.’ Thus the cases of State v. Emery,“ State v. Holland,” 
and Commonwealth v. Costello™ are not in point. In these cases it 
was held that under the drug laws of Ohio, Maine and Pennsylvania, 
respectively, the legislators did not intend to adopt future revisions of 
official standards, intimating, by way of dicta, that the legislature could 
not lawfully include any such future revisions." 

Since neither the 1906 Act nor the 1938 Act will admit of a con- 
struction similar to the construction given by the Courts in the state 
cases cited above, it is necessary to determine whether Congress may 
lawfully adopt standards which are established and published in an 
official compendium after Congress has spoken. 

It is interesting to note that in a period of almost forty years of the 
enforcement of official standards under the 1906 and 1938 statutes, 
the question of unlawful delegation of legislative power has apparently 
arisen in only one case. In this one instance, Linited States v. Lehn & 
Fink, the Court sustained the official standard and overruled a de- 
murrer to the information predicated, inter alia, upon the ground that 
the standard was invalid as an improper delegation. But this case was 
dismissed upon the Government’s own motion when the Court inti- 
mated that the alleged violation was obviously due to a printer's error. 
However, since the remarks of the Court in ruling upon the demurrer are 
the only judicial pronouncements of a Federal Court involving the 
question under discussion, it will be helpful to outline the issues involved 
and the basis for the ruling of the Court. 

An information was filed against Lehn & Fink in the Southern 
District of New York charging a violation of Section 2 of the Food 
and Drugs Act by reason of a certain shipment of jalap, a drug recog- 
nized in an official compendium, which differed from the standard of 


” Each new revision of a compendium sets forth the date from which it shall become 
official 

"1 State v. Emery, 55 Ohio S. 364, 45 N. E. 319 (1896). 

2 State v. Holland, 117 Maine 288, 104 Atl. 159 (1918). 

8 Commonwealth v. Costello, 18 Pa. Dist. 1067, 1069 (1908). 

“ For a brief discussion of the problem and the cases, see Hoge, An Appraisal of the 
New Drug and Cosmetic Legislation, 6 Law and Contemporary Problems, page 111 at 
118. See also Toulmin, The Law of Foods, Drugs and Cosmetics, Sec. 203. 

% Apparently this case is not officially reported. The ruling on the demurrer may be 
found on page 229 of a book published by the Department of Agriculture in 1934 under 
the title Decisions of Courts in Cases under the Federal Food and Drugs Act. 
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strength, quality and purity set forth in the compendium official at the 
time of investigation. The defendant demurred to the information 
upon the following two principal grounds: (a) that the legislation 
is unconstitutional as being ex post facto; and (b) that the legislation is 
unconstitutional as being an improper delegation of legislative power. 


The ex post facto argument proceeded on the theory that under 
the terms of the statute a drug lawfully shipped in interstate commerce 
might be rendered adulterated in the hands of a dealer as a result of a 
revision in the standards for such drug made effective subsequent to 
the shipment. The Court disposed of this contention by saying that a 
revision in standards could not be given, and was not intended to be 
given, a retroactive effect and that the statute should be interpreted 
accordingly. 


The problem of unconstitutional delegation of legislative power was 
stated by the Court in the following language: 


“The contention that the act is void as an unconstitutional delegation of legislative 
authority rests upon a somewhat different basis. It is pointed out, and truly, that the 
act contemplates changes from time to time in the Pharmacopoeia, and declares as of 
the date of its passage in 1906 that (for example) that may be a crime in 1916 which 
was not a crime when the statute became law, because of an intervening change in the 
‘test laid down in the United States Pharmacopoeia’.” 


After reviewing the case of State v. Emery, supra, the Court 
continued: 


“From the multitude of decisions on the subject of delegation of legislative author- 
ity it seems to me necessary to make very few citations: 


“ “The legislature cannot delegate its power to make a law, but it can make a law 
to delegate a power to determine some fact or state of things upon which the law 
makes or intends to make its own action depend. To deny this would be to stop the 
wheels of government. There are many things upon which wise and useful legislation 
must depend which cannot be known to the lawmaking power and must therefore be 
a subject of inquiry and determination outside of the halls of legislation.’ Locke's 
Appeal, 72 Pa. at 498, cited with approval in Union Bridge Co. v. United States, 204 
U. S. at 383. 


“The Federal decision cited reviews the whole matter. That also was a case of 
criminal information, and in my judgment is controlling authority here. A comparison 
also of the much relied upon decision in United States v. Eaton, 144 U. S. 677 with 
Matter of Kollock, 165 U. S. 526 is instructive. 


“To me there could not be a plainer instance than this act of the legislature's hav- 
ing made a complete and perfect criminal statute, not dependent at the time of its 
passage on the act of any other power or person and of then providing for changes 
in the meaning of the word ‘adulterated’; a word which in the nature of things may 
and should change its signification with advancing knowledge or increasing civilization. 
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“It is just as true that the meaning of ‘adulterated’ in 1906 may be unsuitable to 
1916, as that the phrase ‘unreasonable obstruction to free navigation’ should have had 
a meaning as applied to the Monongahela and Allegheny Rivers in 1874, different from 
that found proper in 1902. And it is just as reasonable and lawful for the pure food 
statute to operate on the meaning of the word ‘adulterated’ as given from time to time 
by experts in chemistry and hygiene, as it was held to be for the meaning of ‘unreason- 
able obstruction to navigation’ to depend for its signification upon the opinion of the 
Secretary of War for the time being when fortified by the opinions of the engineers of 
his department.” 

An inquiry must now be made into the general law on the subject 
of legislative delegation to determine whether the opinion in Linited 
States v. Lehn & Fink, supra, is an accurate statement and application of 


the law. 


The basic question arises under Article 1, Section 1 of the Consti- 
tution which provides that ‘All legislative powers herein granted shall 
be vested in a Congress of the United States, which shall consist of a 
Senate and House of Representatives.” In a long line of decisions, the 
United States Supreme Court has recognized the right and power of 
Congress to delegate the power to fill in the details of legislation in 
accordance with the policy and within the general standards established 
by Congress, or to determine or find facts to which the policy as declared 
by Congress is to apply.’® In justifying the rule the Supreme Court 
- has said: 


“The Constitution as a continuously operative charter of government does not 
demand the impossible or the impracticable. It does not require that Congress find 
for itself every fact upon which it desires to base legislative action or that it make for 
itself detailed determinations which it has declared to be prerequisite to the application 
of the legislative policy to particular facts and circumstances impossible for Congress 
itself properly to investigate. .. .""™ 


That Congress is granted substantial discretion in its determinations 
as to the best method of effectuating its legislative policy is evidenced 
by the fact that beginning with the case of The Brig Aurora ** decided 
in 1812, and continuing for more than a century in an uninterrupted line 
of decisions, the Supreme Court refused to condemn any Federal statute 
as an improper delegation of legislative power. It was not until 1935 
in the National Recovery Act cases *® that the Court condemned con- 
gressional delegations as being tantamount to a complete abdication 

% See Hampton, Jr. v. United States, 276 U. S. 394, 48 S. Ct. 348 (1928) in which the 
eases on the subject are cited and discussed. 


™ Yakus v. United States, 321 U.S. 414, 64S. Ct. 660 at 667 (1944). 


1% 7 Cranch 382. 
1” Panama Refining Co. v. Ryan, 293 U.S. 388, 55 S. Ct. 241 (1934); Schechter Poultry 
Corp. v. United States, 295 U.S. 495, 55 S. Ct. 837 (1935). 
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by Congress. In the classic words of Mr. Justice Cardozo, in his con- 
curring opinion in the Schechter case: 

“The delegated power of legislation which has found expression in this code is 
not canalized within banks that keep it from overflowing. It is unconfined and va- 
grant... This is delegation running riot.” * 

Except for the National Recovery Act cases, the only case in which 
a congressional delegation has been held improper by the Supreme 
Court is Carter v. Carter Coal Co.”' involving the validity of the Bitu- 
minous Coal Conservation Act of 1935. Of these three decisions invali- 
dating Federal statutes as unlawful delegations of legislative power, it 
may be significant that only one of them was decided by a unanimous 
court.” 


The impressive array of Supreme Court decisions sustaining con- 
gressional delegations, as opposed to the three decisions reaching a 
contrary result, makes it abundantly clear that one who would challenge 
the validity of a Federal statute as involving an improper delegation of 
legislative power will find rough sledding. It is apparent that con- 
gressional delegations will be upheld if the statute defines clearly the 
legislative policy and establishes general standards to guide and limit 
the grantee of the power. It is submitted that the Federal Food, Drug, 
and Cosmetic Act contains an adequate expression of the legislative pol- 


icy and purpose, namely, to close the channels of interstate commerce 
to adulterated and misbranded articles and to establish such standards 
as may reasonably be required to protect the public health and the public 
purse. That official standards are subject to change and revision to 
meet changing conditions and advances in medical knowledge, points 
to the wisdom and necessity for the delegation, not to its invalidity.” 


It is true that most of the decisions involving congressional delega- 
tions relate to powers delegated to the President or to administrative 
boards or agencies created by Congress. But the fact that the official 
standards under Section 501(b) are established by non-governmental 
agencies is not sufficient to condemn them. The Supreme Court has 
sustained a statute delegating to the American Railway Association the 
authority to designate the standard height of drawbars for freight cars 


20 205 U. S. 495 at 552, 553. 

21 208 U. S. 238, 56S. Ct. 855 (1936). 

22 Schechter Poultry Corp. v. U. 8., supra, note 19. 
*3 See Hampton, Jr. v. United States, supra, note 16. 
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and to fix a maximum variation from the standard:** Here was a case 
in which the statute apparently established no general standard to guide 
or limit the grantee of the power, yet the delegation was sustained. 


It must be admitted that the Supreme Court has condemned a 
delegation to private groups.**> In the Carter case the Court said: 

“The power conferred upon the majority is, in effect, the power to regulate the 
affairs of an unwilling minority. This is legislative delegation in its most obnoxious 
form; for it is not even delegation to an official or an official body, presumptively dis- 
interested, but to private persons whose interests may be and often are adverse to the 
interests of others in the same business.” * 

In no other case, however, has the Supreme Court condemned a 
Federal delegation to private groups, and from a factual standpoint it 
would seem clear that the objections to the delegation in the Carter 
case do not apply to the groups responsible for revising official stand- 
ards.** Delegations to private groups have been sustained in numerous 
cases decided by state courts.”® 


An important factor in determining the validity of the delegation 
is the question of the necessity therefor and the alternative methods 
available to Congress. Congress was required to deal with the situation 
as it found it. Official drugs and official standards had been in existence 
for more than one hundred years, and these standards, as revised from 
time to time, were widely accepted by the medical and pharmaceutical 
professions. The importance to the public of uniformity as between 
drugs of various makers sold under an official name was obvious, and 
the importance to the public health of revising official standards to keep 
abreast of advancing knowledge was too clear to admit of argument. 
Moreover, the risk that arbitrary, selfish or otherwise improper motives 
would play a significant part in the revision of standards could be dis- 
missed, both as a matter of history and because of the procedures estab- 
lished for the revision of official standards and the representative 
character of the groups charged with their revision. Recognizing the 
importance and necessity of the continued distribution of official drugs 


* St. Louis, Iron Mountain, & Southern Railway Co. v. Taylor, 210 U. S. 281, 28 
S. Ct. 616 (1908). 

2% Carter v. Carter Coal Co., supra, note 21. 

26 208 U. S. at 311. 

7 Cf. however, Eubank v. City of Richmond, 226 U. S. 137, 33 S. Ct. 76 (1912), and 
Washington v. Roberge, 278 U. S. 116, 49 S. Ct. 50 (1928), in which the Court held 
unconstitutional municipal ordinances requiring establishment of building lines upon 
application of two-thirds of property owners and authorizing establishment of philan- 
thropic home upon consent of two-thirds of property owners. 

% See 37 Columbia Law Review 447 (1937), and the cases therein discussed. 
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and the revision of official standards to keep pace with scientific progress, 
what better alternative was available to Congress? As a matter of fact, 
at the time of enactment, no other alternative was either possible or 
practical. Congress merely recognized and approved a continuation of 
an established procedure, in respect of which Congress was incompetent 
to improve. The validity of Section 501 (b) will be sustained on the 
grounds of practical necessity.*® 


Variation Clause 


The effect of the variation clause remains to be considered. This 
clause permits deviations from official standards so long as the nature 
and the extent of the deviation are set forth on the label. It has been 
argued that the choice afforded under the variation clause is necessary 
to preserve the validity of official standards.*®° Thus, J. H. Beal has said 
in the article cited: 

“The theory upon which it is argued that the insertion of a variation clause will 
save the statute from the charge of being an unconstitutional delegation of power is 
that it will permit the manufacturer to freely select the standard which he chooses to 
follow, provided his labels indicate the facts truthfully and clearly. In plain English 
it gives the manufacturer the option either of following the standards of the U. S. P. or 
other standards as he may prefer, provided that if he elects to follow some other stand- 
ard the label shall plainly indicate the fact. Thus the manufacturer's liability and 
obligations always remain the same no matter how frequently the standards of the 
Pharmacopoeia are altered. 

“If the manufacturer is always free to choose the standards with which his prepa- 
rations shall comply, then no change in the Pharmacopoeia can affect his property 
rights or legal obligations, and consequently there is no exercise of law-making power 
when the Revision Committee changes the standards of the Pharmacopoeia.” 

But it would seem from a consideration of the decisions on the 
question of congressional delegation, that official standards and their 
revisions are valid. In view of this conclusion, it would appear that the 


variation clause is not essential to their validity. 


It is submitted, however, that if the courts should ultimately hold 
official standards invalid as an improper delegation, the mere presence of 
the variation clause cannot restore their validity. It seems clear that an 
invalid standard cannot be cured by an option to deviate therefrom, since 
if the courts declare that Congress lacks the power to authorize the 
establishment of official standards in the manner contemplated by Sec- 


2% See Hampton, Jr. v. United States, supra, note 16. 
* Beal, The Pharmacopoeia of the United States and the Federal Food and Drugs 
Act, Jr. A. Ph. A., Vol. 24, p. 759 at 763. See also Hoge, supra, note 14. 
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tion 501 (b), the question as to the validity of such standards is 
answered, once and for all. 

During the debates in Congress, the propriety of permitting devia- 
tions from official standards was widely discussed." It was contended 
that rigid compliance with official standards would involve a deprivation 
of property rights,** presumably in violation of the Fifth Amendment. 
This argument apparently proceeded upon the theory that the commit- 
tees charged with the establishment and revision of official standards for 
drugs do not originate such drugs, but merely establish standards for 
drugs previously developed by drug manufacturers. Any manufacturer 
developing and promoting a new drug to the point where its wide ac- 
ceptance by the medical profession and the drug trade brings it to the 
attention of the revisers of an official compendium as a proper addition 
to the compendium, is faced with the possibility that the formula for the 
drug as officially established may differ, in some respects, from the 
formula previously established by the manufacturer. It is argued that 
the manufacturer has a property right in the formula employed dur- 
ing the developmental period and to deny the right to continue the sale 
of the drug under such formula is a deprivation of property. It was 
thought that the variation clause would permit the manufacturer to 
continue the sale of the drug under the original formula and that there- 
fore the official standard could not result in a deprivation of property. 
But, it is submitted that the variation clause is not necessary to save the 
statute from offending the Fifth Amendment. Every regulation of 
interstate commerce interferes in some manner with the property rights 
of those engaged in such commerce. The extent of the permissible 
interference depends upon the subject matter being regulated and the 
means required to assure the success of the regulation. The constitu- 
tionality of Federal regulation of the interstate distribution of adulter- 
ated and misbranded drugs is not now open to question,®* and the 
validity of the regulation is clear even though it forbids, in some in- 
stances, the sale of wholesome foods, truthfully labeled.** Surely, in 


81 See Dunn, Federal Food, Drug, and Cosmetic Act, pp. 355 and following, pp. 739 
and following, p. 749. And see the report of Preliminary Conferences, Dunn, supra, pp. 
1033 and following. And see Cavers, The Food, Drug, and Cosmetic Act of 1938, VI Law 
and Contemporary Problems 2, at pp. 32 and 33. 

% See Dunn, supra, pp. 355 to 360. 

33 Hipolite Egg Co. v. United States, 220 U. S. 45, 31 S. Ct. 364 (1911); Weeks v. 
United States, 245 U. S. 618, 38 S. Ct. 219 (1918) and cases cited; United States v. Two 
Bags, etc., 147 F. (2d) 123 (1945). 

™ Federal Security Adm’r v, Quaker Oats Co., supra, note 6. 
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the Farina case, the manufacturer, having developed the formula for the 
product and having sold it for many years prior to the establishment 
of a standard of identity under Section 401, had a property right in 
continuing the sale of the product. The Farina decision appears to 
answer the contention of the deprivation of property under the Fifth 
Amendment.** 


The fact that the variation clause is not essential to the validity of 
official standards does not mean that it should be deleted from the Act. 
Its continuation is necessary to permit such deviations from official 
standards as may be required to meet promptly advances in scientific 
knowledge and the needs and demands of the medical profession. Im- 
provements in official products should not be delayed pending delibera- 
tions of the committees charged with the revision of official standards. 
Nor should a drug sold under an official name, but deviating from official 
standards, be barred from the market as long as there is a demand for 
such drug by the medical profession and the label shows the nature and 
extent of the deviation. Unlike the standards established under Section 
401, strict adherence to official standards is not necessary for the protec- 
tion of consumers. Official drugs are used primarily in filling physicians’ 
prescriptions. Both physicians and pharmacists are discriminating 
buyers and full protection is assured by truthful labeling. 


Conclusion 


In concluding this paper it is well to emphasize that official standards 
have been discussed in a general sense and no effort has been made to 
discuss the validity of specific standards. As has been previously in- 
timated, official standards must meet certain fundamental tests of rea- 
sonableness and certainty. In view of the character of the subject 
matter with which they deal and the difficulty in some instances of 
formulating standards and tests with absolute exactness, it is probable 
that some official standards may be unenforceable because of unreason- 
ableness or uncertainty. These instances are doubtless rare and may 
be due, at least in some cases, to a recognized desirability for a standard 
in circumstances which, unfortunately, do not permit of the establish- 
ment of a standard which is reasonable and certain. This fact, however, 
should not be accepted as a sufficient reason for changing the existing 
procedure. The groups now in charge of establishing and revising 


% See, also, Corn Products Refining Co. v. Eddy, 249 U. S. 427, 39 S. Ct. 325 (1919). 
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official standards are competent. They know that arbitrary or capricious 
action in the establishment of official standards will not only bring such 
standards into disrepute but will render them subject to attack, both 
legislatively and judicially. The history of official standards justifies 
the prediction that future revisions will be based upon mature considera- 
tions of scientific facts and will not be dictated by improper motives. 


[The End] 





VARIATION FROM OFFICIAL 
STANDARD 


“The Food and Drugs Act was passed as a 
protection to the uninformed, that they might be 
assured that an article purchased was what it 
purported to be. .. . Certainly the average con- 
sumer would not be put on guard that a com- 
pound called ‘Elixir Terpin Hydrate and 
Codeine (Special )’ was not the elixir of terpin 
hydrate and codeine listed in the Formulary. 
The word ‘special’ might well signify to him 
merely that the ingredients were especially pure 
or that the product was manufactured with spe- 
cial care. If a manufacturer wishes to use a 
National Formulary name for a nonconforming 
product, it is his duty to give the public unmis- 
takable notice that in its composition there has 
been a departure from the formula given in the 
Formulary.” United States v. Five One-Pint 
Bottles, etc., of Elixir Terpen Hydrate and Co- 
deine (1934), 9 Fed. Supp. 990. 


it 
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Book Reviews 


Instruments Designed for Making Physical Measurements 





Scientific Instruments, Edited by Herbert J. Cooper. Chemical 
Publishing Co., Inc., Brooklyn, New York. 1946. 305 pages. Price: 
$6.00. 


This book discusses a wide range of instruments designed for 
making physical measurements—not only laboratory instruments, but 
also those used in the field, in industry and commerce. 


Of particular interest to persons in the food, drug, therapeutic 
device, or cosmetic industry, are Sections 1 on optical instruments 
(lenses, cameras, microscopes and electron microscopes, polarimeters, 
photometers, refractometers and interferometers, spectroscopes, etc.), 
2 on measuring instruments (density, dimension, electrical, fluid, pres- 
sure, temperature, weight, etc.), and 4 on viscosity measurement. 


In addition to the description of the various instruments, the prin- 
ciples on which they are based and the methods of measurement are 
discussed. Diagrams and photographs facilitate understanding of the 
mechanism and use of the instruments. 


A lawyer who is engaged in a controversy involving use of scientific 
instruments will find the book instructive, for, as stated in the preface: 
“Scientific instruments are here described in a way that may be under- 
stood by the non-specialist so that the worker in one field may get a 
useful idea of the instruments used in another. The book does not set 
out to tell the specialist about his own-equipment but about the other 
man’s. 


Fifteen specialists and many firms and organizations contributed 
to this volume. 


[The End] 
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Notes and Commen 


Judicial, Administrative and Legislative Developments 


Ultimate consumer entitled to benefits of Federal Food, Drug, and 
Cosmetic Act ... A criminal prosecution by information was filed 
against a retail druggist doing a local business in Columbus, Georgia, 
charging a violation of Section 301(k) of the Federal Food, Drug, and 
Cosmetic Act. 


A drug manufacturer in North Chicago, Illinois, shipped in inter- 
state commerce to its distributor in Atlanta, Georgia, a bottle containing 
1.000 tablets of Sulfathiazole which the distributor thereafter sold and 
delivered to the defendant. When this bottle was shipped in interstate 
commerce, it was properly labeled as required by the Federal Food, 
Drug, and Cosmetic Act and the regulations thereunder. The defendant 
retailer caused 12 tablets to be removed from the bottle and placed in 
a box which he thereafter sold under a label which bore only the state- 
ment ‘‘Sulfathiazal’’ as described in Count 1 and “Sulfathiazole’’ as de- 
scribed in Count 2, omitting all directions for use and warning notices. 


On a motion by the defendant to dismiss the information against 
him because his alleged acts were not in interstate commerce, and because 
Section 301(k), if construed as applying to the said acts, is unconstitu- 
tional, it was held that the Federal Food, Drug, and Cosmetic Act is a 
remedial statute intended to protect the public health and pocketbook 
and should be liberally construed, that the Court should look to the 
policy of the legislation as a whole, consider the reasons for its enact- 
ment, review its antecedent history, and give it an effect in accordance 
with its design and purpose. 


Interpreting Section 301(k) of the Federal Food, Drug, and Cos- 
metic Act in this manner, it was deduced that Congress has declared 
in effect that when the facilities of interstate commerce are used for the 
shipment of goods, no person may thereafter do any act with respect 
thereto which misbrands them, as long as they are being held for sale. 
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This extends to requiring a retail pharmacist to label the products which 
he sells to the ultimate consumer in accordance with the Federal Food, 
Drug, and Cosmetic Act and the regulations thereunder even though in 
the course of such transaction he removes the goods from the container 
in which they had been shipped and sells them under his own label. 
For the retail pharmacist to make a sale of the product in any other 
manner after it has been shipped in interstate commerce would consti- 
tute a misbranding in violation of the Act. 


The Court felt that it was unnecessary to determine whether or not 
the articles with respect to which the alleged acts were done were them- 
selves in interstate commerce at the time the misbranding took place, as 
the action of the defendant had a direct effect on interstate commerce and 
constituted a burden thereon. (United States v. Jordan James Sullivan, 
an individual trading as Sullivan's Pharmacy, District Court of the United 
States for the Middle District of Georgia, Columbus Division, Informa- 
tion No. 3688, June 19, 1946.) 


The Court cited the case of McDermott v. Wisconsin (228 U. S. 
115, 57 L. ed. 754) among other cases in support of its position that the 
actions of the defendant constituted a burden on interstate commerce. 
In the McDermott case a retailer in Wisconsin sold certain syrup which 
was labeled in accordance with the Federal Food and Drug Act of 1906 
but in violation of the law of Wisconsin. The Supreme Court held that 
the State of Wisconsin should not require the removal of the label that 
met the requirements of the Federal law. 


The Court in the instant case has extended the theory of the 
McDermott case to its ultimate conclusion. In the McDermott case 
the interstate shipment was made directly to McDermott from outside the 
State of Wisconsin and the sale made by McDermott was the first sale 
of the goods after they had come to rest in Wisconsin. The Supreme 
Court was of the opinion that to require the relabeling of the goods 
before sale to comply with the Wisconsin law would remove or destroy 
the evidence whereby the shipper of the goods could establish that the 
goods were labeled in accordance with the Foods and Drugs Act at the 
time of shipment. To require such relabeling would make it impossible 
for the Federal authorities to ascertain the compliance or noncompliance 
of the labeling with the provisions of the Federal law, and the state law 
was therefore found to be beyond the power of the state. 
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From the foregoing it would seem that the burden upon interstate 
commerce was much more direct in the McDermott case, where the 
Wisconsin law attempted to regulate all sales of the goods, including the 
first sale of the goods within the State of Wisconsin. In the instant 
case the defendant retailer had purchased the goods from a distributor 
located in his own state and the burden on interstate commerce would 
not seem to have been nearly as direct. It seems self-evident that the 
protection which the Supreme Court reserved to the Federal authorities 
in connection with interstate shipments could have been better taken 
advantage of by them at the time the goods came to rest in Atlanta, 
rather than after the local transactions had been completed. 


If this decision is followed by the higher courts (it has been appealed 
to the Circuit Court) it should set at rest the question of jurisdiction 
between the Federal government and the state and local authorities with 
relation to all foods, drugs and cosmetics which are shipped in interstate 
commerce. Under the language of this decision, any law or regulation 
of a state or local authority which conflicts with the labeling require- 
ments of the Federal Act would destroy rights arising out of the Federal 
statutes and impair the effect of a Federal law duly enacted under the 
constitutional power of Congress over the subject if it has reference to 
_ goods which are offered for sale after they have been shipped in inter- 
state commerce. This would seem to be so irrespective of how many 
times the product may have been sold in intrastate commerce after the 
interstate shipment has been made. Of course, this should not prevent 
the states from imposing labeling requirements in addition to those im- 
posed by the Federal government, as such rights have been upheld in 
the past as not constituting a burden upon such commerce. 


Processor not protected by guaranty under Federal Food, Drug, 
and Cosmetic Act . . . An information was filed against a partnership 
alleging that it shipped certain prophylactics which were ineffective and 
adulterated. 


The facts disclosed that the defendants received the merchandise 
in bulk and that they repacked the goods in individual containers bear- 
ing their own labels. While they apparently had not purchased the 
goods directly from the manufacturer they had received a guaranty from 
the manufacturer stating that all the merchandise complied with the 
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provisions of the Pure Food, Drug, and Cosmetic Act. The Court 
interpreted the section involved (Section 333(c) of the Federal Food, 
Drug, and Cosmetic Act) to the effect that no person might rely upon 
any guaranty given thereunder unless, in introducing the product into 
interstate commerce, he merely acted as a conduit through which the 
merchapdise reached the consumer. The Court felt that the protection 
of the exemption clause was not intended to include those who in any 
way handled or processed the product. Moreover, a processing or 
repackaging of the goods would subject them to new hazards of adultera- 
tion which were not present when the original guaranty was given. To 
subject the goods to such additional hazards removes the transactions 
from the good faith required by the statute so that the protection of the 
guaranty no longer attaches. The defendants were found guilty of the 
violations charged in the information. (United States v. Crown Rubber 
Sundries, a partnership, and Joseph Lader, an individual, District Court 
of the United States for the Northern District of Ohio, Eastern Division, 
No. 18712, July 12, 1946.) 


While the defendants in this case merely repackaged the goods and 
might therefore have had some basis for contending that they relied 
upon the guaranty in good faith, there would seem to have been little 
question even before this decision but that a manufacturer who receives 


raw materials and processes them cannot rely upon any such guaranty 
as having been given in good faith. Irrespective of whether or not 
this case is followed in the future with relation to the repackaging of 
goods, it would seem clear that it is the duty of a manufacturer who 
processes raw materials to take every precaution to make sure that 
materials which are received by him are in satisfactory condition and 
in compliance with the Federal Food, Drug, and Cosmetic Act. Despite 
such responsibility some manufacturers may be of the opinion that the 
receipt of a guaranty from their suppliers will be helpful to them in that 
it will make such suppliers more vigilant or will be of aid in recovering 
over against such suppliers in the event any of the goods may prove to 
be adulterated. Irrespective of whether or not such guaranty would 
excuse the manufacturer of his liability under the Federal Food, Drug, 
and Cosmetic Act, it would appear to create a contractual obligation on 
the part of the supplier which could be enforced by way of money dam- 
ages. On the other hand, if the contract of purchase properly specified 
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the condition in which the goods were to be supplied, it would seem 
that recovery could be had for the breach thereof irrespective of whether 
or not a guaranty was given. 


Review of cacao standards denied . . . A petition by the American 
Lecithin Company, Inc., was filed in the Circuit Court to review an 
order of the Federal Security Administrator fixing definitions and stand- 
ards of identity for cacao products. The order permitted the use of 
lecithin as an optional ingredient in such products but provided that 
when it was so used the label should carry the statement “emulsifier 
added” or “with added emulsifier.””. The brief filed by the Administrator 
with the Court conceded that a label statement reading “emulsifier 
lecithin added”’ or “with added emulsifier lecithin’’ would comply with 
the requirements of the order and the Court accepted this construction 
by the Administrator of his own order as being reasonable. The Court 
felt that it could not see how the petitioner could be damaged by the 
addition of the word “emulsifier” as descriptive of lecithin, and held 
that any adverse effect of the order was too remote and indirect for it 
would turn on whether or not the petitioner's customers elected to men- 
tion lecithin as the emulsifier they added to their cacao products. 
(American Lecithin Company, Inc. v. Paul V. McNutt, as Federal Se- 
curity Administrator of the United States, United States Circuit Court 
of Appeals for the Second Circuit, No. 212, May 27, 1946; certiorari 
denied, United States Supreme Court, Dkt. 490, October 28, 1946.) 


The Court left open the question as to whether or not the petitioner 
would have been adversely affected if the order had prevented the use 
of a label showing the presence of lecithin except under the general 
designation of emulsifier. Whether or not such question will be pre- 
sented directly to the courts for decision would seem to be questionable, 
in view of the interpretation placed upon the cacao order by the Admin- 
istrator to the effect that the required general statement could be ampli- 
fied by a statement of the exact ingredient. 


The trend of decisions relative to the right to petition to review the 
establishment of standards indicates that the petitioner must not only 
be “adversely affected”’ within the statutory meaning of the term but that 
there must also be a case of ‘‘actual controversy” to make a petition to 
review more than merely frivolous. If the action by the Administrator 
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is so clearly lawful that the injury is remote and uncertain, the petitioner 
would seem to have no standing before the Court. 


Section 14.7 of the regulation established in the definitions and 
standards of identity for cacao products, in so far as it requires that milk 
chocolate contain not less than 3.66% by way of milk fat and that in the 
dairy ingredients used the weight of the nonfat milk solids is not more 
than 2.43% times the milk fat therein, will become effective January |, 
1947, unless further postponed. (11 Federal Register 3394. ) 


Entire shipment condemned on basis of representative samples . . 

A seizure was instituted against certain cases of tomato puree shipped 
in interstate commerce. Several samples representative of the entire 
shipment were examined and were found to be in a substantial state of 
decomposition due to the presence of excessive mold count, rot frag- 
ments, fly eggs, and fly maggots. The Court reached the conclusion 
that the word “article” as used in the Federal Food, Drug, and Cosmetic 
Act included an entire shipment of the same product, regardless of the 
fact that some of the product involved in the shipment was labeled or 
coded to indicate different dates of canning, and determined that, if the 
samples are reasonably representative of the lot shipped, in that they 
were picked at random, this is sufficient to make the entire shipment the 
subject of condemnation. It was further held that the mere fact that the 
Administrator had recognized certain tolerances of decomposition for 
this type of product in his administration of the Act was immaterial, and 
that, even though the product could not be prepared and shipped in 
interstate commerce except in a partially decomposed or rotted state, 
this could not justify shipping it in a state of substantial decomposition 
and rottenness. (United States v. 935 Cases, more or less, Each Con- 
taining Six No. 10 Cans of Tomato Puree, District Court of the United 
States for the Northern District of Ohio, Eastern Division, Civil No. 
21218, April 16, 1946. ) 


This case is interesting in that the Court has recognized and ap- 
proved the practical manner in which the Administrator has carried out 
the terms and provisions of the Federal Food, Drug, and Cosmetic Act 
The effectiveness of the administration of the Act would be considerably 
weakened if the fact that the Administrator had taken a practical position 
in connection with its enforcement could later be held to excuse compli- 
ance with the Act in a situation of this nature. 
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In holding the entire shipment liable to condemnation, the Court 
followed what seems to be the accepted practice in most of the courts, 
which is to condemn the entire shipment even where only a small portion 
thereof is definitely shown to be adulterated. 


Seizure of misbranded article from private home held unreasonable 
... A seizure was made of a machine called a Spectro-Chrome from a 
private home of a resident of Portland, Oregon. The Federal Food, 
Drug, and Cosmetic Act provides that misbranded or adulterated articles 
may be seized ‘‘while in interstate commerce or at any time thereafter.” 
The Court held that the whole proceeding was nothing more than a well- 
intentioned effort by high-minded and zealous officials, to protect a man 
from what they deemed to be folly, to the extent of following him into 
his home and family and there divesting him of his property. The 
seizure was regarded as one that was unreasonable in that it violated 
the citizen's privacy in hisown home. (United States v. One Article of 
Device Labeled Spectro-Chrome and Accompanying Labeling, William 
Ray Olson, Claimant, United States District Court of Oregon, Civil 
No. 2855, May 22, 1946.) 


The Court in reaching its decision confined itself strictly to the 
ground of unreasonable seizure and refused to consider the question of 


whether or not such seizure would otherwise be authorized under cir- 
cumstances which did not violate the right of privacy. No exposition 
was made relative to the right of the Federal government to regulate 
interstate commerce or acts which have a direct effect on interstate com- 
merce as constituting a burden thereon. 


It is interesting to compare this case with the Sullivan case previ- 
ously discussed, wherein a retail druggist was held subject to criminal 
penalties for an over-the-counter sale of a drug which he had repack- 
aged without relabeling it as required by the Federal Food, Drug, and 
Cosmetic Act. It would seem that there is no conflict between the ulti- 
mate conclusions reached by the two courts inasmuch as in the Sullivan 
case there was no question of invasion of the privacy of the home. The 
right to regulate the Sullivan transaction was sustained under the power 
of Congress to regulate interstate commerce. Irrespective of whether 
or not the two cases can be reconciled, they would appear to represent 
conflicting trends among the courts on the question as to how far the 
government may go in its protection of the individual in transactions of 
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a local nature. In one case the Court placed the emphasis on the burden 
on commerce and in the other case on the invasion of the home and 
family. 


The Spectro-Chrome case incidentally confirms the right of the 
citizen to prescribe for himself, a right which was recognized by the 
United States Supreme Court in United States v. 62 Packages, more or 
less, of Marmola Prescription Tablets, 48 Fed. Supp. 878, affirmed in 
142 Fed. (2d) 107; certiorari denied, 323 U. S. 731. The Marmola case 
approved the theory that the Federal Food, Drug, and Cosmetic Act 
was enacted to make self-medication safer and more effective. On the 
basis of the Sullivan and Spectro-Chrome cases, it would appear that 
such purpose can only be enforced before the time the consumer secures 
the product. Once the consumer has secured the product in his pos- 
session, he may use it as he sees fit, irrespective of whether or not the 
product was misbranded, and irrespective of whether his use of it may 
be of possible danger to his health. 


Notices of Judgment . . . The Federal Security Agency has issued 
the following Notices of Judgment under the Federal Food, Drug, and 
Cosmetic Act: Foods—Nos. 8301-8500, issued June, 1946, 8501-8650, 
issued July, 1946; Drugs and Devices—Nos. 1501-1550, issued July, 


1946, 1551-1600, issued August, 1946, 1601-1650, issued August, 1946; 
Cosmetics— Nos. 113-130, issued July, 1946; and Summarizing Judicial 
Review of Orders under Sections 701(F) and 505(H) of the Federal 
Food, Drug, and Cosmetic Act—Nos. 6-7, issued July, 1946. 


Standards for oysters established . . . Definition, standards of iden- 
tity, quality and fill of container are prescribed for raw and shucked 
oysters. The regulation becomes effective January 1, 1947. 11 Federal 
Register 9331. 


One of the principal reasons for establishing these standards was 
to prevent oysters being sold as such if they had been floated or other- 
wise held under conditions which resulted in the addition of water. 


Standards of identity for enriched macaroni and noodle products 
established . . . Definitions and standards of identity are prescribed for 
enriched macaroni and noodle products. The regulation becomes effec- 
tive October 2, 1946. 11 Federal Register 7521. 
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Standards of identity for macaroni and noodle products amended 
.. . Standards of identity for macaroni and noodle products have been 
amended to include gum gluten in the list of optional ingredients included 
in the preparation of such products. 11 Federal Register 7504. 


No standard established for gluten macaroni . . . A final order 
has been entered providing that no definition and standard of identity 
for gluten macaroni products be promulgated. It was found that such 
standard was not needed in order to promote honesty and fair dealing. 
11 Federal Register 7503. 


A & P found guilty of monopolizing . . . A criminal prosecution 
by way of information was filed in the United States District Court for 
the Eastern District of Illinois against The New York Great Atlantic 
& Pacific Tea Company, Inc., and its associated companies, which made 
up an intearated grocery business which sold foods at retail through 
a chain of stores. 


After reviewing the extensive evidence that was introduced, the 
Court, by Lindley, District Judge, found that the headquarters of the 
system used its vertical integration to coerce systematic discriminatory 
buying preferences from manufacturers, processors, suppliers and pro- 
ducers under the dual threat to withdraw A & P’s patronage or to 
manufacture a product on its own account. These were found to 
result in a lower price secured by A & P. A subsidiary, the Atlantic 
Commission Company, was found to be engaged in what the Court 
thought to be irreconcilable and inconsistent functions. It was further 
found that the profits from these non-retail operations were credited to 
retail operations and that in addition a disproportionate share of the 
general profits from retail operations was channeled into specific retail 
areas for the purpose of permitting A & P in those areas to undersell 
its competitors. In addition it was found that in some selected retail 
areas the A & P stores were operated below cost for the purpose of 
increasing A & P’s volume regardless of the effect of this practice on 
its competitors. On the basis of the evidence, the Court found that 
each of the overall policies of the A & P system in turn complemented, 
advanced and compounded the pernicious effect of the other. The pic- 
ture in short was found to be one of an ever-broadening and ever- 
ascending spiral of monopoly and trade restraint in the hands of A & P. 
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Notwithstanding the finding of monopoly, the Court took occasion 
to extol the accomplishments of A & P in the following language: 
“To buy, sell and distribute to a substantial portion of a hundred and thirty million 


people, one and three-quarter billion dollars worth of food annually, at a profit of one 
and one-half cents on each dollar, is an achievement one may well be proud of.” 


(United States v. The New York Great Atlantic & Pacific Tea Com- 
pany, Inc., et al., District Court of the United States for the Eastern 
District of Illinois, Criminal No. 16153, September 21, 1946.) 


This decision would seem to reflect the fundamental antagonisms 
which are inherent in the anti-trust laws. These laws establish certain 
principles of business morality among which is the requirement that “the 
life of trade” shall be invigorated by competition between the traders. 
On the other hand, competition, if carried to the extreme by one of those 
engaged in the contest, will destroy all the others and thus defeat the 
ends which the laws are intended to secure. Thus it has been found 
necessary in interpreting these laws, that some rules be established 
whereby the commercial warfare between the contestants may not pass 
beyond certain principles of fair conduct. Just what these rules are 
and how they are to be applied to any particular set of circumstances 
is the problem which continues to perplex the business world. Stated 
briefly, it would seem that one must compete diligently only to the extent 
that his activities do not become lethal. 


Multiple basing point system of pricing upheld . . . Petitions for 
review of an order of the Federal Trade Commission were filed in the 
Circuit Court for the Seventh Circuit on behalf of the Cement Institute, 
74 cement producers, and 23 individuals, officers and agents of the 
Institute. 


The cement manufacturers involved used a multiple basing point 
system of pricing whereby each mill using the basing point system re- 
duced its mill net price by the amount necessary to enable it to meet the 
delivered price of a competitor in territory where it was at a disadvantage 
freight-wise. As a result of using this multiple basing point system the 
prices at which cement was sold throughout the United States were 
uniform. 


The Court reached the conclusion that it could not find any evi- 
dence of a conspiracy between the Institute and its members to establish 
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prices but that the uniform prices at which the cement was sold resulted 
from meeting competition. The Court was of the opinion that if one 
mill could not reduce its delivered price to equal the delivered price of 
a mill which was nearer the market it would be unable to compete with 
the other mill. In conclusion the Court stated that in its judgment the 
question as to whether or not the basing point system should be declared 
illegal rested clearly with the legislature. The Court felt that it could 
not usurp the functions of Congress and that for the courts to outlaw 
this pricing system would mark a high tide in judicial usurpation, espe- 
cially as Congress over the years steadfastly refused to declare it illegal, 
although vigorously urged to do so. (Aetna Portland Cement Com- 
pany, et al. v. Federal Trade Commission, United States Circuit Court 
of Appeals for the Second Circuit, October Term 1945, April Session, 
1946, September 20, 1946.) 


It is interesting to note, as the Court pointed out, that the basing 
point mills merely reduced their mill net prices to meet competition, and 
there could not under these circumstances be any collection of phantom 
freight. The principal importance of the opinion is its finding that such 
a basing system was not illegal. However, the Court also discussed the 
situation with regard to other mills which were non-base mills. These 
mills used as a base for arriving at a delivered price the freight charges 
of the nearest base mill. Under such circumstances a non-base mill 
would collect phantom or fictitious freight on its sales in the town where 
it was located and in any town located between its mill and the basing 
point. The Court recognized that where the collection of phantom 
freight may be harmful to competition, it has been outlawed by the 
recent decisions of the United States Supreme Court in the Corn Prod- 
ucts and Staley cases, and stated that, while the Commission undoubt- 
edly had the authority to proceed against those whose methods and 
practices were illegal, this authority afforded no justification for the 
present proceeding, which was directed indiscriminately at all members 
of the industry, good and bad alike. 


Price discrimination found in the sale of gasoline . . . The Federal 
Trade Commission has modified its Cease and Desist Order of October 
9, 1946, directed at certain pricing practices of Standard Oil Company 
of Indiana in Detroit. The principal difference between the modified 
order and the original order consists of the elimination of provisos which 
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had excluded from the terms of the order price differentials of less than 
V4¢ per gallon which did not adversely affect competition. It was found 
that Standard was selling four dealers in Detroit at prices substantially 
lower than those charged other retail purchasers in Detroit. One of 
these dealers sold only at retail and the other three sold partly at retail 
and partly at wholesale. The Commission found that the lower price 
granted to the four favored dealers on gasoline sold by them at retail 
gave them a substantial competitive advantage over other retailers of 
gasoline. 


Commissioner Mason filed a dissenting opinion in which he set 
forth four reasons for his dissent as follows: 


(1) That the modified order was too indefinite and obscure to be followed; 

(2) That the Commission failed to consider evidence offered that Standard was 
merely meeting competition; 

(3) That no injury to competition was proven; and 

(4) That jurisdiction was not established. 


Mr. Mason criticized the order in that its command to refrain from 
doing certain things was related back to the finding of facts. It did 
not ban acts which were specified in the wording of the order, but merely 
prohibited the doing of certain things as stated in the finding of facts. 
Mr. Mason argued that this did not make an understandable order 


which could be readily obeyed by Standard. (Standard Oil Company 
of Indiana, Federal Trade Commission Docket No. 4389, modified order 
issued August 9, 1946, released August 13, 1946.) 


While lawyers strive for clarity, it would seem that in the opinion 
of many people in the business world they are, despite their efforts, 
guilty of vagueness and obscurity. However, in their efforts to avoid 
doubtful meanings and uncertainty, lawyers have learned to appreciate 
the difficulty of expressing themselves lucidly. Frequently what appears 
crystal clear to the writer is misunderstood and misinterpreted by the 
reader. In this instance four of the commissioners felt that the order 
had achieved the necessary clearness. Mr. Mason's dissent from the 
order throws a floodlight on the effort that the entire Commission is 
making and has made with reference to definiteness of statement, and 
the difficulties that beset their path. Of the end sought there can be no 
doubt—the issuance of orders which will be readily understood by busi- 
ness men in general. 
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Ten years under the Robinson-Patman Act .. . June 19, 1946, 
marked the tenth anniversary of the enactment of the Robinson-Patman 
Act. Discussions of the interpretation of various sections of this law 
are continuing unabated, as witness the Robinson-Patman Act Sym- 
posium held under the auspices of the Food, Drug and Cosmetic Law 
Section of the New York Bar Association in New York City on January 
23, 1946. Whether the law fulfills its purpose is also still a subject of 
comment, for, as Judge Lindley recently said in the A & P case, ““Some- 
times I doubt whether we ever needed the Robinson-Patman law, with 
all its elusive uncertainty.” 


It is interesting to review the many adverse criticisms which were 
leveled at the Act shortly after its enactment, in the light of more recent 
comment. For instance, at the time of the law's enactment it was char- 
acterized as ‘that menacing combination of uncertainty and absurdity,” 
“an egregious example of government regulation designed to destroy the 
character of business itself,” ‘‘a rare piece of legislation which has the 
distinction of being both futile and foolish,” “legislation which while 
perhaps well-enough intended has so far done little but provide a very 
Chinese puzzle for legal and business minds alike,” ‘a detailed and con- 
fusingly compromised aggregation of words which can readily mean 
different things to different men,” and “a statute which will defy clear 
analysis into legal principles of general application.” 


At the time this law was enacted it was apparently the opinion of 
the Congress that large buying power had created a new development 
in the field of fair competition. The Act was an attempt to meet this 
problem by establishing certain standards of business conduct. These 
standards were widely criticized, even though the sound principles of 
the Act were recognized by many. 


While the latent and patent ambiguities of this law were empha- 
sized at that time and continue to create questions which still cannot 
readily be answered, there would seem to be no question but that busi- 
ness as a whole has adopted the underlying purpose of the Act as being 
proper and has attempted to comply with its provisions as interpreted by 
the courts during this ten-year period. The success of the Act may be 
measured by the extent to which its principles have been accepted and 
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put in practice. However, it may still be considered as illustrative of 
the complexities which may be expected from a law which interferes 
with the natural laws of trade and industry. 


There would seem to be no question but that the dire predictions 
that the Act would destroy the character uf business itself have not been 
fulfilled and that the enactment of any weakening modification to its 
fundamental provisions may not be expected. 


Trade-Mark Act of 1946 (H. R. 1654) . . . The foregoing Act, 
which becomes effective on July 5, 1947, not only consists of a compre- 
hensive new codification of trade-mark law but gives to a trade-mark 
a legislative standing it has not had before, in that a registration under 
it may, under certain circumstances, become what is described in the 
Act as “incontestable.” When this occurs, the registration certificate 
thereby becomes conclusive evidence of the exclusive right of the regis- 
trant to use the mark, subject to certain defenses which are set forth 
at length in the Act. It is anticipated that this provision of the law will 
make it easier for users of trade-marks effectively to establish and 
enforce their rights in their marks. 


However, the fact that such rights may be established under law 
makes it necessary that all those who are using trade-marks should 
carefully watch all marks which are published for registration pursuant 
to the terms of this law so as to be in a position to oppose any applica- 
tions which might interfere with the distribution and sale of their 
products. 


The term “‘trade-mark’’ under the Act includes any word, name, 
symbol or device or any combination thereof adopted and used by a 
manufacturer or merchant to identify his goods and distinguish them 
from those manufactured or sold by others. The Act also provides that 
registration shall be constructive notice of the registrant's claim of 
ownership thereof. 


These provisions of the Act would seem to open the door for the 
registration of various designs and other inconsequential matter which 
many people might not recognize at first blush as being capable of 
having trade-mark significance. If such marks were permitted regis- 
tration on the prima facie evidence that might be presented by the 
applicant, such registrations would, unless cancelled, limit considerably 
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the designs and wording which could be adopted by other people in the 
field. It is probable that a proceeding to cancel would be longer, more 
drawn out, and more expensive than an opposition filed at the time the 
mark was first published. In view of this, it would seem to be important 
to take prompt steps to prevent the registration of such marks by filing 
oppositions to any applications of this nature and testing out the ques- 
tion of their distinctiveness at the outset. 


Unless such steps are effectively taken, it seems that these provi- 
sions of the law might have the tendency to cause merchants to attempt 
to ‘slide through” registrations which could not be sustained as dis- 
tinctive in a contested issue. If such registrations could not be sus- 
tained in a contested issue, they should not be allowed to issue in the 
first place. The Patent Office, however, cannot be expected to go be- 
yond the prima facie case presented by the applicant unless requested 
to do so by an opposer to the application. It would seem, therefore, 
that business men will have a duty to perform in assisting the Patent 
Office in this respect. They should take proper steps to make sure 
that any activities which might result in the issuance of such registra- 
tions are discouraged at their inception. A proper and effective func- 
tioning of this law in this respect presents a challenge to the business 
world. If business men wish the benefits of this new law they cannot 
neglect the responsibilities it entails. 


The foregoing is but a brief comment on one of many possibilities 
that may reasonably be foreseen as resulting from this enactment. On 
the whole it is probable that the Act will require years of interpretation 
by the courts before it is known just what meaning will be placed on its 
many provisions, including those discussed herein. 


Administrative Procedure Act (S.7) . . . On June 11, 1946, this 
Act, which was unanimously enacted by the Congress, was approved by 
the President. The major provisions of the Act may be summarized as 


follows: 

(1) Every agency must publish: 

a. A description of its organization; 

b. The methods by which it discharges its functions, and 

c. All substantive rules, statement of policy and interpretation 
adopted for public guidance. 
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(2) Standards of administrative procedure are established. 

(3) Requirements for hearings are provided which should foster 
more independence on the part of those presiding at the hearings. 

(4) Requirements relative to the manner of making decisions and 
the scope and method of review thereof are established. 


The operations of the Food and Drug Administration would seem 
to have been substantially in compliance with the policy of this law. In 
the past, statements of general policy and interpretations have been 
issued informally under the title of ‘“Trade Correspondence,” and these 
have not been published in the Federal Register. Hereafter such state- 
ments will now have to be published in the Federal Register, and 
undoubtedly the Administration will formalize the statements to a con- 
siderable extent. However, the law would not seem to prevent the 
Administration from giving informal advice in reply to individual ques- 
tions even though the matter involved might have to do with general 
policy or interpretation of the law. It is possible that in view of the 
requirement that ‘““Trade Correspondence” will have to be published, that 
the Administration will no longer circularize this informal advice as it 
has done in the past. 


In addition, the Administration had not previously published infor- 
mation concerning its organization. This information, however, was 
published in the Federal Register of September 11, 1946, 11 Federal 
Register 177A-541, in accordance with the requirements of the Act. 
Similar information relative to other departments and independent 
agencies was published in the same edition of the Federal Register. 


Federal Regulation of Lobbying Act (S. 2177) . . . The above 
Act was enacted as “Title III of the Legislative Re-Organization Act 
of 1946." It became effective immediately upon approval on August 2, 
1946. The Act does not define the term “lobbying,” but sets forth 
certain Acts and practices to influence legislation which, by implication, 
would constitute lobbying. Persons who engage in such activities are 
required to register and to disclose the nature of their activity and the 
manner in which they.expend money received by them. It would appear 
that the Act applies to one who directly or indirectly solicits, collects or 
receives money or any other thing of value to be used principally to aid 
in lobbying, or to one whose principal purpose is to aid in lobbying. 
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The Congressional intent as disclosed in the Report of the Special Com- 
mittee indicates that Congress did not intend incidental legislative activi- 
ties to be within the scope of the law. 


[The End] 


Beginning with this issue, ‘‘Notes and 
Comment” is being written by Franklin M. 
Depew, whose article on ““The Slack-Filled 
Package Law” appeared in the March, 
1946, issue of the Food Drug Cosmetic Law 
Quarterly. Mr. Depew is of counsel for 
Standard Brands Incorporated. 
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